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Foreword 



The most ccmsnradve estimates say that around 25 lakh (2.5 million) 
people are living in India with HIV/AIDS. Of these, as of 30 June 2008, 
government jSgures report that only 156,403 people are receiving free 
anti-retroviral therapy. This, according to UNAIDS figures, is fewer 
than 20% of those in need of treatment This compares abysmally to 
countries such as South Africa which has achieved 42% coverage, 
Thailand which has 52.9% and Brazil, which has achieved 94.8%. 

Despite ferocious pressure placed on the Government of India by civil 
society groups, the Government responded very slowly to the demand 
for treatment, instead focusing its attention, advocacy and budget almost 
exclusively on prevmtion efforts. This had two catastrophic effects. 
Most basically, it prevented people who required treatment to prolong 
and improve their lives from receiving it It is not known how many 
people died as a result of this Government policy, as no records have 
been kept of deaths due to AIDS in India. What is clear is that many lives 
were lost, and continue to be lost, simply due to the fact the Government 
of India refused for too long to make treatment available. 

The second disastrous, ahhou^h more subtle, impact of theCiovernmenl's 
reiusal to acknowledge the need to provide treatment was the impact 
this had on stigma and discriniinalion towards PLHA and the framing 
of the diali^gne around tackhiig ihc epidemic in a rights-bascil structure. 
With emphasis placed on methods of prevention the dialogue centred on 
"high-risk" activities and groups ol society, stigmatising these groups — 
coimuercial sex workers and injecting drug users, for example. 

It also made people fearful to st^ forward and get themselves tested 
- there is very little incentive for a person to step forward and risk 
receivmg a positive result when there is no treatmmt, and precious little 
counselling about nutrition, positive living etc., available. 

These factors, together with prevalent reluctance in Indian society to 
discuss sex and sexuality, drug use etc., combine to drive those people 
who have stepped up and tested positive underground, rather than face 
daily discrimination. 
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in 2001, a public intnest lidgadon was filed on bdialf of die Voluntary 
Health Association of Punjab. This piece of litigation called on the 
Government of India to provide adequate treatment for those in need, as 
well as to provide otho: economic and social support. This litigation has 
put enormous pressure on the Government of India to provide treatment 
for people living with HIV/AIDS and, in 2004, a limited roU out of first 
line anti-retroviral treatment began. Significant improvements have been 
seen in (he years since. However, anti-retroviral drugs are like antibiotics, 
in that the virus inside a person develops resistance to them, and the 
person has to take more sophisticated drugs. These more sophisticated 
drugs are called second line anti-retrovirals, and the Government of India 
has only just started providing these, on an extremely limited basis, to 
a restricted number of people in two centres in Cbennai and Mumbai 
in 2008 on a *^ilof ' basis. A planned phase-up of this programme has 
been beset by predictable and preventable obstacles that the Government 
appears unwilling, or unable, to resolve. 

Civil society, networks of positive people and intemational agencies 
continue to apply pressure to the (unernment of India, through the 
National AIDS Control Organisation, to rapidly scale up its treatment 
programme, before more lives are unnet essarily lost This book attempts 
to docummt the stniggle that has been laced by those requiring treatment, 
and those affected by HIV/AIDS since the first recorded incidence of 
HIV /A IDS in India in 1986. It is presented in the fervent hope that 
universal access to treatment as a human right is a realistic prospect for 
all those desperately in need. 
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Glossary 



Adherence: Closely following and adhering to a prescribed treatmmt 
regime, including taking the correct dose of the correct drug at the correct 
time. This is particularly important when taking ARV drugs 

AIDS: Acquired Inununodeiiciency Syndrome 

Anti-retroviral trcaimcnl or therapy: Drug treatmeiil which, when 
taken properly, sigiiilicaiilly increases Uie expected lite-spmi ol a 
PLHA. 

ARV Treatment or Therapy: Anti-retroviral treatment or therapy 

(^D4 cell: Also known as a helper T-cell or CD4 lymphocyte. It is a 
white blood cell that lights infection. CD4 cells coordinate the innnune 
response, signalling other ceils in ihc ininuine system to perform their 
special functions. The number of CD4 cells in a sample of blood is an 
indicator of the health of the immune system. 

CSW: Conunercial sex worker(s) 

GIP A: Greater Involvement of People Living wilh HIV/AIDS 

Global Fund: Global Fund to Fight AIDS, Tuberculosis and Malaria 
HIV: Human Immunodeficiency Vims 

MSM: Men who have sex with men, or a man who has sex with men 

NACO: National AIDS Control Organisation 

NACP: National AIDS Control Programme, a phased programme, of 
which Phase in was announced in July 2007 

OI: Opportunistic infection; an infectit)n contracted by a PLHA to 
w hich he or she is more susceptible as a result of his or her weakened 
immune system 

PEPFAR: [United States] Presidoit's Emergency Plan for AIDS Relief 
PLHA/PLWHA: Person (or people) living with HIV/AIDS 
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Provider -initiated testing: A policy under which healthcare provide 
lecommend to patients presenting widi symptoms indicating HIV that 
diey be tested for HIV. 

(P)FT( T: (Prevention of) Parent to child transmission, referring to 
iranstnission of IIIV from mother to child before or during birth, or 
through breast feeding 

Section 377: Section 377 of the Indian Penal Code, which as currently 
interpreted criminalises sex between same sex partners 

SACS: State AIDS Control Organisations, the state-level governmental 
bodies charged with providing for ]^evration, treatment and care relating 
to HIV/AIDS 

TB: Tuberculosis 

VCTC: Voluntary Counselling and Testing Centre 
WHO: World Health Organisation 



Copyrighted material 



CHAPTER 1 



Introduction 



Since the appearance of HIV in the early 1980s, the campaign against the 
HIV/AIDS epidemic has undergone aievoludonary transfoimation. With 
the emerg^ce of HIV/AIDS as a human li^ts issue, attitudes towards 
HIV/AIDS have become increasingly more humanised and individually- 
focused as the infection loses its aura of mystery, blame and swift lethality 
in many parts of the world. These changes can be credited largely to the 
emergence of liighly active antiretroviral therapy (HAART), also known 
as antiretroviral dnigs (ARVs), antiretroviral therapy (ART) or, more 
recently, potent combination antiretroviral therapy. By directly attacking 
HIV replication in ihe body, ARV drngs reduce levels of HIV in ihe 
body, ultinialely slowijig and preventing damage to the immune system. 
The iiitiodiiclion oi ARV drugs in conjunction with supportive medical 
care. tcsliiiL" and licatnient. which together ct)niprist' ART, has resulted 
in a decrease in ihe incidence of AIDS, opj)orUinisiic infections and 
AIDS-rehUed mortality by 6r)-8(y;< A person living with HIV/AIDS 
("PLHA ") treated with ART can live a loni^ei ind lieallhier lile than one 
who is not treated wiUi ART. Such trealineul can even bring patients 
back irom clinical AIDS stages ol the virus into good health. 

However effective, ART is not a cure for HIV: it is treatment for improving 
the health and prolonging die lives of tfiose living with HIV/AIDS. With 
the success of ART, PLHA have at least been ofifeied the '^option** of 
living with a chronic, but fairly stable illness, as opposed to dying without 
treatment. Without ART, this option is removed for PLHA. 

National pilot progrannnes for ARV provision in low and middle income 
countries such as Argentina, Brazil, Chile, Thailand, Cote dTvoire, 

1 li 1 1 p : // y 111 t dl . mod . y a 1 c . c d u / 1 tic sc s/a V a i I a b 1 e/e id - 06282006- 1 400 1 2/restricted/ 
Rajkuinai_l lIV_Testillg_^'apcI_i3inding_Copy.lxi^ 

2 Antiretroviral (ARV) Treatment Fact Sheet 02, Inteniatioiial HIV/AIDS Alliance, 
March 2005. littp://www.aidsalliajice.oii:g/cnstoi])_as[i/pDbUcaticiins/vjew 
asp?pablicatiQiiJd=182&laugiiageaeii 
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Senegal, and Uganda have shown that large-scale distribution of ARV 
drugs is generally as feasible and effective as in high-income countries. 
OtherGoveniments have made similar commitments towards Government- 
supported ARV provision (altfaou^ not necessarily unive]:salX including 
Tunisia, Zimbabwe, Malawi, Taiwan, Canada, Denmark, Finland, Cuba, 
Mexico, Mauritius, Jamaica, and South Africa.^ 

TTiese programmes have demonstrated that the cost of drui: provision is 
offset by reduclions in treatment required tor op]K)rtunistic infections 
("OIs"), the consequent reduced hurden on state medical systems, 
increased economic productivity of FLHA, and a lower burden on social 
security and community networks.^ 

Universal access to ART is not a novel concept, nor should it be 
perceived as a luxury of wealthy Govommrats. In addition to moral, 
economic, and ethical issues, the lack of access to ART is recognised as 
constituting a liuman riglits violation.® In light of this recognition that the 
human rights of PLHA must be upheld, and the concomitant necessity 
to provide universal access to ART, in 2003, the Government of India 
was pressurised to act accordingly through a Public Interest Litigation 
tiled by the Huniiui Rights Law Network ("HRLN" ) on behalf of the 
Voluntary Hcidth Association of Punjab C'VIIAP"), referred to as 
Volunidrx llcahli Association of Punjab v Union of India Ors. Partly 
as a response to this Petition, the Government ol" India announced a roll 
out programme lor tree ART slai liiiv! on 1 April 2004 This seminal case 
will be discussed hi much greater detail in later chapters. 

In order to comprehoid the desperate stale of ART provision in India, 
it is imperative to study the science of ART and the background of the 
HIV/AIDS pandemic and its policy implications for HIV positive people 
in India. 

Until 2004, the Government of India's response to the problems presented 
by IIIV/AIDS had focused almost exclusively on prevention and not at 
all on treatment and care. This had devastating effects on those living 



3 Shniti P i lulcy, Fighi for Free ARV Drugs^ Couibat Law, vol. S issoe 2, p. 11 April- 
May 2U06. 

4 Ibid. 

5 Ibid. 

6 Ibid.» PIL for Universal Access to ARVs 

7 Supreme Court of India, No. 3 1 1 of 2003 
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with HIV/AIDS, as it stifled tfaeir access to treatment and services, as 
well as increasing llie stigma and discrimination they faced in all areas 
of their lives. 

The Goveminenrs ARV treatmenl pn^LTainnic; has I ailed to meet even 
its own goals, which have in themselves been inadcquale. hi response, 
the (uncrnmcnt has denied it ever had these goals. In late 2003, the 
Union Minister lor Health & Family Welfare, Smt. Sushma Swaraj, 
announced a Go\ ernmental policy lor providing lirst line anti-retro viral 
Irealmeiil to 1,00,000 people living with HIV/ATDS, free of cost, w ith 
implementation starting on 1 April 2004. The goal of the programme, 
as outlined in the Draft NACO Guidelines, was, '7//r? place 1,00,000 
people living with HIWAIDS on si rue tu red ART by the end of 2005 and 
he able to provide treatment to additional of 15-207f of people living 
with HIV/AIDS each year, tliereafter, for a period of five years 

Although tragically late» this goal of 1,00,000 persons on treatment 
by die end of 2005 was a welcome and achievable goal set out by 
the Government. In July 2005, however, the new Minister for Health 
& Family Welfare, Smt. Panabaka Lakshuii inexplicably reported to 
parliament that the Government's goal had never been to treat 1,00,000 
people by 2005, but rather to treat that niimher of people by December 
2007. The Minister announced at the same time that only 10,255 patients 
were emolled at llial tune m llie rollout ARV hospiliils.^** 

In the meantime, on World AIDS Day 2003, the WHO bad begun its "3 
by S Liitiative", under which the goal was to ensure three million people 
living with HIV/AIDS would be receiving treatment by 200S. This 
initiative, and its target, were part of the WHO goal of making universal 
access to effective HIV/AIDS treatment available as a human right. In 
material submitted to and published by die WHO in die middle of 2005, 
the Government of India's declared target was to have 1,00,000 people 
on ART by the end of 2005/^ This makes it all the more disjointing 



8 hnp:/Mww.icm.tiLgov.i])>hews/yi20QS/jniiMew8l4060S.(^ 

9 The Draft 20(>4 NACO Ouiddines "Prosranune Impleineiitation (luidclines for 
a Pliascd Scale up of Access to Autiitiroviral Tlicrapy lART) tor Pioplc Living 
Willi HIV/AIDS I PLHA) " are uo louger available from llie NACO website - please 
contact IIRLN for a copy 

10 hnp:/Avww.paiioss(mduisia.Qi:g^>df/Anti]«t^ 
question No. 454 to be answered on Jiily 27. 2005. 

1 1 http:/Avww.whaifll/3by5/suppoit^ii]ie200S Jndpdf 
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that the Government of India chose to ignore promises it had made in 
2003 to ensure 1,00,000 people weie on ART by the end of 200S. 

By 2007 the Go\ eminent had begun distributing tree ARV drugs in 17 
hospitals throughout hidia, starting to luhil a promise it iiad made back 
in 2003. Such a slow roll out was never going to enable it lo achieve its 
goal. The Ciovcrnmcnt's treatment pn^grammc needed to be radically 
iuid quickly expanded to deal with the scale ol the epidemic, and provide 
treatment in a comprehensive and reachable maimer to all those who 
need it. 

At the time of going to print, there are 172 ART centres operating 
throughout India providing first line ARV drugs free of cost, where 
supplies allow. NACO figures show that by March 2008, these were 
1,34,000 people receiving first line treatment The Gov^nment of India 
has thus far refused to provide second line treatment to those in need, other 
than those living nearby to two pilot-progranmie centres m Tambaram 
(Chennai) and Mumbai. This is issue is furth^ discussed in Chapter 6. 
Further information about the actual state of the Government's ART roll 
out is set out in Chapter 6. 
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chapter: 



The science of an tiretro viral 

treatment 

The Virus and Viral Load 

HIV is a virus and, like any other vims, is an infection in the body which 
attacks a part of the body. In the case of HIV, the virus attacks the body's 

« 12 • • • 

immune system, specifically the CD4 cells which play a crucial role in 
supporting the body's immune system. An untreated PLHA may have 
thousands or even millions of HIV particles in every millilitre of his or 
her blood. This is known as the "viral load." The lower the viral load, the 
better the person's immune system can recover. The aim of ART is to 
suppress ihc level of HIV in the body to very low levels, ideally below 
50 copies oi HIV ])er millilitre of blood ( 50/niiir^ ). A viral load as k)\\ as 
50/mnr^ or below is ^^enci all\ rclcrrtd to as "undetectable." Willu>ul HIV 
inlcrreiciice in C^D4 reproduction ( required loi die proper lunclioning of 
the body s inuiiune system), the CD-X cells and ihe immune s)sleiii will 
be able to recover and regain the ability to light oil inleclion. With a 
decreased viral load and increased CD4 count, PLHA can regain their 
health and extend their lives. 

"Undetectable" levels of HIV do not mean a person is no longer HIV 
positive, nor does it mean that he or she caimot transmit the vhus to 
othors. People with **undetectable** levek of HTV are still positive, and 
must take all the precautions with regard to their own well-being and the 
well-being of others. Although a benefit of ART is that suppressed viral 
loads may reduce mfectiousness, the evidence is currently inconclusive 
as to the actual effect on transmission rates.^^ 



12 littp:/Mww.aiddiealfli.or^luesses-and-treatiiients/luv-aids/ 

13 Mead Over. Peter HewvooJ eC al., HIV/AIDS Trcaimfiu ami Prevenfion in India: 
Modeling ilir Cost and Conscuiiiou cs, I he World Bank Human Development 
Network, Health, Nutrition, aiid PupuluUou Series, p. 20 , Juue 2(K>4 
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HIV attacks a specific cell in the immune system called a T^helper 
or CD4 cell, which operates as a "defence system" against outside 
infections. Ova* time, HTV reduces the number of CD4 cells in the body, 
and weakens the immune system through its replication cycle. If CD4 
cell destniction persists, the body is unable to fight even the simplest 
inlcclions (known as opportunistic inleclions as lake advanltige of 
the body s weakened immune system), resulting in AIDS. 

The HTV life cycle follows a specific r^rodnctive pathway. The cycle 
begins with contact between the virus and the CD4 cell, then to infection 

of die cell, iuid finally HIV replication through ''commandc^ciiug ol the 
CD4 cell's reproductive mechanisms The final result is death of die CD4 
cell, and a lai L^c number ot newly replicated HIV vimses. There are 5 basic 
stages to the liie cycle of HIV that are relevant to ART. These are: 

■ Binding and Fusion: HTV binds to the CD4 cell and injects HTV 
genetic material into it. 

■ Reverse Transcription: rD4 cells copy the HIV genetic iiialci ial. 

■ Integration: UIV ' s viral DN A is integrated into the CD4 cell' s DN A. 

■ Transcrip^n/TranslaAon: The CD4 cell then produces HIV 
genetic material during its own reproductive processes. 

■ Viral Assembly: 1 1 IV. having reproduced its genetic material hy 
commandeering the ( D4 celTs reproductive machinery, breaks free 
of the CD4 cell antl imiliiplies, which in tlie process causes the CD4 
cell to rupture and die. 

HTV is drawn to the CD4 cells because they have compatible rec^tors: 
CD4 receptors are a "lock*' into which HIV's "keys'^ fit. After attaching 
itself to the cell, the vims injects its genetic material into the CD4 cell 

(Binding & Fusion). Once inside the CD4 cell, the HIV genetic material 
is inserted into the hhieiirints " of the CD4 cell's re])roductive and 
protein-producing processes i Reverse Transcription). The HIV DNA 
thus becomes integrated into die CD4 DNA, and can remain latent 
within the cell lor many years (Integration).^^ As a result, during the 

14 Rajesh CJaiidlii. M.D.. et al.. Life Cycle of HlV-bifectioii, John Hopkins AIDS 
Service, Jdm Hopkiiis University Division of Infectious Diseases and AIDS 
Service. May 1999 liUpV/www.insti-uction gieenriver.eda/kmarr/Biology^20201/ 
Lectiiie%20NotesAVeek%201 l/hivcycle^otms%20Hopkins.htu]l 
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CD4 repFodiictioii piocess, HIV proteins are made and thousands of new 
HIV particles are produced, instead of a new CD4 cell (Transcription/ 
Translation). Thus, in the process of cell division where an uninfected 
CD4 cell would normally produce more CD4 cells, the CD4 cell produces 

only HTV particles. As a result, the CD4 cell dies having produced only 
HIV iiislead ol more CD4 ceils ^. Viral Assembly). 

Types of ARV Drugs 

There are five classes of existing antiretroviral drugs, (i) Non-Nucleoside 
Reverse Transcriptase hihibitors (NNRTI); (ii) Nucleotide Analogue 
Reverse Transcriptase hihibitors (NtRTT); (iii) Nucleoside Analogue 
Revefse Transcriptase hihihitors (NRTI); (iv) Protease Inhibitors; and (v) 
Fusion Inhibitors. These drugs specifically target a particular st^ of the 
HTV replication process to inhibit HIV reproduction: (\) NNRTIs, NtRTIs 
and NRTIs by inhibiung re\crsc transcription ( tr.tnscriptasc inhibitors) 
(point lonr hi Fignre 1): (2) protease hihibilors tiuget viral assembly iuid 
prevent maturation of the HIV cell by inhibiting the protease enzyme 
from cutting protein chains into proteins (point 10 in Figure 1); (3) tusion 
inhibitors prevent HIV fusion with the CD4 receptors (point two in Figure 
1); and (4) integiase inhibitors prevrat the viral DNA from being inserted 
into the "blueprint** of the CD4 cell's protein factory. The aim of each type 
of ARV is to prevent the production of mcne HIV copies. 

The different operation of each type of drug means that these drugs must 
be givra in combination, commonly known as drug "cocktails." Attached 
at Annexures 1 to 3 is a list of those ARV drugs listed as available 
through the Govonmoit of India's roll out progranune, together with 
a list of those ARV drugs currently reconmiended by the World Health 
Organisation. Combining diSf&xnt classes of medication simultaneously 
can hinder HIV reproduction at several points along the life cycle of 
the virus. Such combinations iue the most eilective way ol reducing the 
viral Itnid. because they suppress viral replication at multiple points. 
Therefore if one drug fails to block one process of HIV replication, the 
hope is that another drug will catch it at tlie next point. A combination 
of, for example, a reverse transcriptase inhibitor, a fusion inhibitor and a 
protease inhibitor sets up a series of obstacles to HIV ^production which 
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the virus must overcome iii order to reproduce. Resistance is avoided by 
targeting multiple steps at which replication is inhibited. Again, if a virus 
is resistant to two drugs, the hope is that the third may catch it. hi essence, 
the multi-process approach lowers tlie ability of the virus to mutate and 
develop resistmice. The complexity of such regimens requires that access 
to medication be consistent, correct, and of high quality . Failure to meet 
these rigorous standards amounts to failed treatment. 

Figure 1 
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Complexities of ART and Strict Adherence 
Requirement 

Guidelines for starting ART VtU-y from region to region, depending 
mostly on economic circumstances and the availability of ARV drugs, 
hi resource-poor countries such as India, ART is generally started when 
the patient's CD4 count drops below 200/mm-^, the immune threshold at 
which the Center for Disease Control (U.S.) recognises AIDS. In high- 
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inconie coimtries such as the United States of America and Western 
Europe, guidelines recommend beginning ART when an asyn^lomatic 
(i.e. not suffering from opportunistic infections) patient's CD4 count 
falls below 350/mm^, aldiough diere is still active debate over whether 

treatment should begin earlier. In either case, treatment is suggested if 
tlic patient is syiiiptonialic (that is. has developed one ov more of certain 
opportunistic infections), is in a clinically advanced stage of HIV fi e. 
has a serious co-intection such as tuberculosis ), or has a high viral load 
(1,00,000/mm^) together with a borderline CD4 count (350/umi^). 

ART is a Hie long commitment. With current nitdical technology, HIV 
cannot be eradicated and the latent HIV DNA encoded'' in the CD4 
DNA ensures thai lllV remains in the body even if retroviral panicles 
are undetectable aiid inactive (i.e. when a person has a low viral load). 
Adherence is vital to effective treatment. Adherence means taking the 
drugs exactly as prescribed - on time and in accordance with any diet/ 
lifestyle restrictions* and for a person's lifetime. 

There are two major problems associated with non-adherence: (i) 
failure of the drug to suppress HIV if not taken properly; and (ii) the 
development of drug resistance. If the drug treatment instructions are not 
foUowed, the drugs may not be absorbed properly in the body, and will 
essentially be wasted. The virus will not be suppressed and the drugs will 
provide no benefit to the individual, although the person taking the drugs 
may still get the negative side effects. Adherence levels of over 90-95% 
are needed to get the best response. This means missing no more than 
one close a month for a regimen of daily therapy. 

Strict adherence can be made difficult by the fact that ART regimens 
are rigorous and difficult for most patients due to the side effects 

of many of the medications, and the need for close monitoring and 
medical attention. 

The second major problem is that HIV is an extremely adaptable virus 
that mutates and develops resistance to treatm^t quickly. HIV can 
replicate several times a day and genetic mutations, and thus resistance, 
can occur with every replication. Patients must take the drugs as 
prescribed without missing any doses. If a dose is missed, the virus may 
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develop resistance to those drags (because it multiplies so quickly and 
mutations are more likely), reducing the long-term effectiveness of the 
ARVs in suppressing the viral load. To complicate matters, HIV does 
not forget. In most cases, resistance persists even if the offending drug 

is no longer used. Resistiuice to one drug may also allow the virus to 
be cross-resistant to another drug. In addition, if lhe.se resistant strains 
of HIV are then transmitted to others, riiturc irLMtnient for those people 
and all subsequenl jieople who contract thai strain of tlie virus will be 
more dillicult as tlie virus transmitted will be tiie same, drug-resistant 
virus. Accordingly, in Europe and the United Stales, where some drags 
have he&a. used for nearly two decades, HIV has developed a resistance 
to certain drug combinations.^^ The only effective means of preventing 
resistance is to maximise the suppression of viral loads. Even at viral 
loads of SOOmm^, there is enough viral reproduction for clinically 
important resistance to develop.^* 

Different lines of ARV drugs 

There are multiple ' lines" of ART, so that if a patient is resistant to or 
has an adverse reaction to first Ime ART, he or she can change drag 
combinations and take the second line drags, which include protease 
inhibitors. If the second line drags fail, there are thurd line drags that 
can be taken. Cunently, first-line drag conibinations cost just over 100 
USD per patioit par annum in India (5000 Rs.),^^ while second-line 
drags may cost 1,470 USD (72,000 Rs.).^* In resource poor countries in 
particulcU", the cost and availability of these second and third line drugs is 
prohibitively high and unreasonable for the vast majority of PLHA. 

There is some indication that this may be changing, however, as the 
Clinton Foundation brokered a deal in 2006 allowing generic drag 

manufacturers CCipla, Ranbaxy. Aspen) to produce second line drags 
at draiiialicaily lowered prices. ' The cost of second line Ueaiment in 

15 Bosely. .Sarah. Clinioii Sirikcs Deal for Cheaper AIDS Drugs and Fast HIV Tests, 
T\k- riu.irdiaii. Friila\ .T.imiaiy 13. 2006 

16 littp://\vw\v.cicalelli.oig/IL\pcili.^L7du\\ nloadablc/l^A\lHA_uiiilcu JM_v3 pJl 

17 bttp;//tiiuesofindia.i)idiatimcs.coiii/Co.st_ol_IiIV_tieatiiicni_iiiay_dip/ 
afticleshow/2644081.ciiis 

1 8 http*y/health.groups.yahoo.con]/group/AIDS-INDIA/inessage/9S70 

19 Note 15, supra 
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66 developing countries has now been brought down to Rs. 47,951 per 
person per year, but in India the cost for the same drags is Rs. 1,00,000 
per person per year. This is due to the fact that at the time of the 
Clinton Foundation negotiations, the Government of India had no plans 

to introduce second line treatment to those in need in India, despite the 
lacl thai of the seven generic drug mauuiiiclurers from whom the Chnton 
Foundation procures generic dings, six ol them, are eiUicr liiUiaji-owncd 
or have their headquarters in India."' 

The provision of ART to a single individual is a complicated process. 
ARV druus can resuh in dru>z toxicity - this is the term used to describe 
the danger(.)UNly negative side effects of prescribed drugs, hi the case 
of ARV drugs, the potential for drug toxicity is high, and the negative 
side effects are potentially lethal. Furthermore, patients must often 
follow specific nutritional guidelines for certain drugs, and medical 
care providers must check patient progress to see whether the patient 
is responding to the drug. ARV drugs are too volatile and potentiaUy 
dangerous to be viewed in isolation. A piecemeal iq>proach is dangerous 
and potentially counterproductive, complicating the epidemic and 
unravelling the benefits of providing access to first line drugs. Any belief 
that mere provision of pills is the solution is simply wrong. Provision (^f 
ART is a critical step, but merely the first step of man\ which cannot 
be tiiken without comprehensive plaiming for the consequences and 
necessary support. 

In resource-poor contexts where medical support and follow-ups may be 
inadequate and/or diflicull lo maintain, countries must consider the lact 
that providing access to iuiliretnn iral drugs may in fact worsen the nature 
of the epidemic it uegligeutly impiemeuted. If ART programmes are not 
implemented in conjunction with focus on preventing the transmission of 
HIV from those undergoing ART and with close monitoring of treatment 
adherence, the final result of the battles for access to ART may result 
in an epidemic of wasted, ineffective ART and new strains of resistant 
HIV that cannot be treated with available drugs. There is some evidoice 

20 hnp://Ww.globa]heddLocgAepQiteAexLi]lip37id=^SS 

21 http://www.clintoiifoiindation.org/dowiiload/7guids62e82ddc-98de- 102b-be34- 
001143eOd9b6 
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from Kenya, for exan^le, which suggests availability of ART without 
strengthened prevention measures has the effect of ^^disinhibition/* in 

22 

effect, mcouragiiig liigh^ risk sexual behaviour. Some research has 
however indicated that PLHA in developing countries actually show 

increased adlierence <uid responsibility with access to ART. Prevention 
programmes must be implemenled in coordination with iuiy massive 
ART rollout. 

Further, access to ART must mean consistent, efficient access. Symbolic 

provision of ART in well-publicised roU-onts unaccompanied by steady 
mainlf nance is arguably worse than not jinn iding drugs al all. Failed 
ARV policy can produce a devastating doniinii elTecl, causing the drugs 
to fail in the individual, the virus to develop resistance, atid ultimately 
create new strains (^f drug-resistant HIV in the population making the 
epidemic even harder to curb. 



22 Note 13, supra 
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CHAPTER 



HIV/AIDS Trends in India 

Since 1986 



Epidemic Trends in India since 1986 

In June 1981, the first reported cases of HIV emerged in the United 
States, with infections and deaths increasing rapidly thereafter.^^ It 
was only a matter of time before India would have its first reported 
case. In 1986, Dr. Suniti Solomon diagnosed Indians first cases of HIV 
among female conmiracial sex workers (CSW) in Chennai. Within a 
year of the first diagnosis, 2q>proximately 135 cases of HIV had been 
diagnosed in India, of which 14 individuals' infections had ah«ady 
progressed to AIDS.^ 

As in other areas of the world, the propagation of the infection in India 
occurred early on among certain high risk groups, notably injectable drug 
users (IDU), CSW and men who have sex with men (MSM ). Hi^ risk 
groups reached greater than S% HIV prevalence by 1990,^^ with groups 
such as CSWs in Maharashtra and IDUs in the nortfa-east^n states of 
Mizoram, Manipur and Nagaland illustrating the menacing potential 
of HIV to reach pandemic proportions.^ In Manipur, for example, 
prevalmce of HIV among IDUs increased from 0% to 50% widun the 
six month period of September 1989 to March 1990; quickly spreading 

23 AMA. ■Advaiuiug HIV Prevention; New Strateyies for a Cliiinging F.pideiiiic — 
United Stales, 2UU3," Journal of the Aiuericoii Medical Association, 20U3; 
289(19):2493-2495 

24 Steve StembeiB, "HIV Scaies India's Vast Pdpnlation," USA Today, 2005; Accessed 

on 12 July 2(X)8, littp://w\vw usatoday.coni/ne\vs/lieaUh/2(Kl5-02-23-aids-india_x.htin 

25 A\ ERT. ( )\ c r% iew of I IIV and AIDS iu India," Accessed on 18 July 2008, littp:// 
www.aveil org/aidsiiidia liUn 

26 Rajesli Kumar, IIIV/AIDS Epidemic in India: Trends, Lessons, Challenges & 
Opportonities," Website of the 16th International AIDS Coufefence, 2006; Accessed 
16 July 2008.]ittp://www.aids2006.ocg/Web/rUSY0903.pi)t: 2 

27 Note 3, supra 
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to the general population, as seen by a sero-positive prevalence of 1% 
amongst expecting mothers by 1991.^^ 

Ill the early nineties HIWAIDS cases in India were rapidly increasing. 
242 individuals were known to have AIDS in 1992, a number w hich 
more than cloiihlccl in ;i \ car \o 522 in 1993. At this stage, the nuinhcr 
ot Indians livhig w ith I IIV inil gone Irom thousands to over a million^ 
HIV/AIDS was alleclhig the general population en masse in high 
prevalence states,"^'^ and HIV/AIDS had reached every state and territory 
in the couniry.^^ 

Although deaths from AIDS in India are difficult to estimate, and 
little or no data on AIDS-related deaths has been gathered by the 
Government, it is clear that twelve years into the ^idemic, huge 
numbers of people were dymg. According to die 2000 WHO annual 
report, diere were 1,79,365 AIDS deaths in India in 1998, the vast 
majority of which were people between the ages of 15 and 49.^ In 
2003, however, the Health Minister of India claimed in Parliament, 
in response to a written question, that only 2,931 people had died of 

33 

AIDS in the period 2000-2003. This shows both that accurate record 
keeping has not been maintained, cuid that the Government ol hidia has 
based its programmes on hgures which appear to show massive under- 
reporting. It is not (111 li cult to imagine the pressure families can bring 

lo bear lor a death actually attribiilable to AIDS to be recorded as due 
to some other cause e.g. heart lailure, or pneumonia. 

In 2000, the profile of new HIV/AIDS cases by transmission was as 
follows: 74.17% unsafe heterosexual sex; 7.3% injectable drug use; 
7.05% unsafe blood transfusion; 0.58% unsafe homosexual sex; and 
10.92% other.^^ At the turn of the millennium, HIV/AIDS was clearly no 



28 S. Saricar. N. Das, S. Panda I N Naik, IC Saikar, B.C. Singh. J.M. Rahe, S M Aior, 
S P Tripatliy. "Riipid Spa .id ol I IIV among Injection Dnig Users in Noith-Eastem 
Slates ol ludia, Bulleliii on Naicotics. 1993, 45i 1 1;91-105 

29 Hinduism Today, "News in Brief," Hiiualayau Academy, April 1994; Accessed on 
14 July 2(X)8,]ittp://www.bindiusintoday.com/aichives/l 

30 Note 3, supra 

31 Ibid. 

32 Note 1 3. supra 

33 bttp;//ww\v.aegis.coiii/iiews/afp/2003/AF030817.1itinl 

34 Shivananda Khan, "MSM and HIV/AIDS in India,** Naz Fonndation International, 
Jannary 2004; Accessed on 20 Inly 2008, http://www.nfijiet/NFI%20Plib]icatioiis/ 
Essays/2004/MSM,%20HIV%20and%20India.pdf: 1 
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longer a phenomenon affecting isolated groups of society, rather it was 
affecting lives in every sector of society, and AIDS was tetiring families 
apart and leaving thousands of children, many of whom were HIV 
positive themselves, orphaned. A 2002 World Bank estimate suggested 

» 35 

that hidia had the world's largest number ot AIDS or|)lians. 

HIV had now become one of the most serious challenges m the country, 
with epidemics affecting the general population in Maharashtra, 

• 36 

Kamatiika, Andhra Pradesh, Tamil Nadu, Miuiipur luid Nagaland. 

37 

Figure 2: Geographical distribution of HIV, and prevalence by state. 

HIV trends in India 




As per NACO figures, the period between 2003 and 2005 saw HIV 
prevalence amongst high risk gioups and the general populalitm (as 
mdicaled by antenatal clinic prevalence numbers) begin to level off. In 
2004, tliere were 62,785 AIDS cases reported by NACO. 



35 World Bank. "At-A-Glaiice Iiidia; AIDS aiid Orphans." Accessed 20 July 2008, 
lUtp://ww\v.parentless.org/Honie/l jnk(?lick.aspx?fileticket=Ry6()qpK()pvO'/?3I)&t 
abid=58&mid=399; I 

36 Note 26. supra 

37 Ibid., at slide 2 

38 Suaiti Solomon. Anirban Cliakraborty. Roclielle D'Souza Yepthoiiii. "A Review 
of the HIV Epidemic in India.*' AIDS Education and Prevention, Jun 2004; 
16(Supp. A): 15% 
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Table 1: NACO estimates for HIV pre\ alence among groups 
at higti risk of contracting HIV 





2003 


2004 


2005 


2006 


FSW 


10.33 


9.43 


8.44 


4.90 


MSM 


8.47 


7.47 


8.74 


6.41 













Table 2: NACO estimates for HIV prevalence among 
pregnant mothers attending Antenatal Clinics^ 



HIV prevalciKc anion^ ANC Clinii 





2003 


2004 


2005 


2006 






n o< 


non 





Incomplete and inaccurate data coUeciion by the Government has led to 
an underestimation of the scale of the epidemic and the needed response 

The World Health Organisation esliniaicil that by the end of 2005, 

of the 22.00.000-76,00,000 PLllA iii India 7,85.000 needed ARV 
lic atiiient but only 24.000 were receh ing it, i.e. just over 37( of those in 
need. Sucli csiirnalcs of HIV infection and need for ircatnicni are only 
rou*:h esiiniaies because of the dismal job done by the Government in 
monitoring the epidemic to date. 

As of June 2005, NACO claimed there were 141,608 AIDS cases 
in India.'^ Although this may be the number of AIDS cases reported 
to NACO, it clearly cannot be the true numbor of AIDS cases in the 
country. If this were true, India would have by far the lowest proportion 
of HIV-infected persons developing AIDS in the world. Indeed, the 
Union of hidia admitted in its counter-petition in Htus Voluntary Health 
Association of Punjab case that there were at least 5,10,000 HIV/AIDS 
cases in India that require treatment, and that that number is increasing 
each year. Even today in 2008, the Government still does not monitor the 

39 NArO. 1 .1(1 Sluvts Based on iri\' .Sciiliiid .Simcillaiicc Data iii Lidia 2003- 
2006;" Miiiistn ol I IcalGi and Faiiuly Wellare, November 2()f l7. Accessed 18 July 2008, 
http://ww.iiacooidiiic.org/uplc)ad/NA(X)%20PDF/HlVJ'act_Slicet.s_2006.pfd 

40 Ibid., at 1 

41 http:/Avww.wlio.int>liiv/HIVCP_IND.pdf 

42 lmp:/MwJ]indo.coii]/2006A)7/30/8t<Mie8/2006073004851000Jitm 
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number of AIDS deaths per year in the country, although this information 
is required to accurately understand the scope of the epidemic. 

The lack of accurate inlorinalicui ualliei iim bv the Goveriiiiieiit on PLHA 
Up iinlil around 2005 becomes dramniically apparent at the siaie level. 
According lo NACO, up until nud-2006, Chattisgarh hail nc\er h.id a 
single AIDS case, and almost all states were clearly uiidci i eportcd — 
see for exiuiiple Bihar reporting 155 cases, Orissa 467 aiid Jammu and 
Kashmir only two/' 

The Government of India still does not, however, follow up in a 
uniform manner with those people who drop out of treatment 
programmes to find out whether e.g. they have moved away, whether 
tfiey have died, whethiK' they have developed drag toxicity, wheth^ tfiey 
found supplies of their prescribed drugs unavailable at their nearest ART 
centre etc.^ 

De^ite an increase in the quantity and quality of data relating to HIV/ 
AIDS epidemiology in India, there was a large shift in the reported 
statistics in summor 2007, when the Government of India came out with 
a drastically revised figure for the total number of PLHA in India. Prior 
to 2007, the estimated number of PLHA in India had been placed at 
5.1 million — and this figure was quoted and supported by NACO and 
the multilateral agencies which had been involved in the surveillance 
process."^ Currmt estimates, announced in summer 2007, now place the 
figure at around 2.5 miUion PLHA in hidia. It is first of all inq)ortant 
to recognise that this does not represent a decline in the number of 
people living with HIV/AIDS in hidia. It represents merely a change 
in the way they are counted. These new figures are also supported by 
the WHO, UNAIDS and the World Bank. Many parts of society are 
surprised and sceptical about this dramatic shift in the Government's 
approach to measuring the problem, and the way in which the figures 
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have been, compiled. If the new figures are correct, agencies involved 
in monitoring the data up until 2007 had been getting it seriously wiong 
for a number of years. Human Rights Law Network is deeply sc^tical 
about the downward revision and intrads to carefully analyse the data 
and methodology used to arrive at the reduced figures. PLHA groups 
reported they had not been involved in the survey, and there were many 
who questioned whether the review involved sleight of hand. Whatever 
the truth behind the new numb^, diere is still a huge numb^ of PLHA 
in India - the ttiird largest in the world (behind Nigeria and South Africa), 
even with the new figures. 

Presently, the chaiacterisiics of the HIV/AIDS epidemic in India vary 
considerably by region. In the north eastern states, the epidemic is largely 
a result of injectable drug use, \\ hereas in the southern and western States, 
the epidemic is fuelled largely by unprotected heterosexual sex.^^ 

HIV Treatment and Policy in India 

In the same year HTV was first discovered in India, the U.S. Food and 
Drug Administration approved die first antiretroviral drug — ^Zidovudine 
(AZT) — used for preventing HIV replication. The discovery tliat AZT 
- a drug originally meant for cancer treatment - was effective in the 
reduction of HIV replication in the body, represented hope for a better 
life for die tens of thousands of HIV positive persons woridwide. That 
said, with AZT being one of the most eiqpensive drugs ever to bit the 
maricet,^ it also represented the beginning of a struggle that continues 
today for affordable treatment, as this drug was and remains prohibitively 
expensive for the vast majority of HIV positive persons in developing 
countries. In 1986, the Government of India (GOI) responded to the 
emergence of HIV in India by forming the National AIDS Committee, 
which was charged with the task of developing a strategy to deal with 
111V7A1DS,^° The commiliee launched the National AIDS Control 
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Prograiimie fNACP); but with a scope limited to monitoring HIV 
infection rates among high risk populations m select urban areas. In 
the early years of the National AIDS Control Programme, no solution to 
the astronomical price of treatment had been provided for the hundreds 
of Indians already detected as positive. 

The final decade before the turn of the millennium saw certain advances, 
wliicli created a more encouraging outlook for the future of HIV treatment 
in India. First, some relief iurived with the advent of Indiiui generic ARV 
drugs in 1991. Indian companies began to produce generic versions 
of AZT, which were available at one quarter of the price of patented 
AZT. GOI increased its conmiitment to controlling the epidemic by 
establishing the National AIDS Control Orgiuiisation ( NACO) in 1992, 
which launched the first phase of the new, broader National AIDS Control 

53 

Programme (NACP-I) later that year. New drugs emerged, leading to 
therapeutic strategies that combined dnigs that would fight different 
processes of tlie HIV life-cycle (as explained in Chapter 2), leading to 
vastly more effective therapy than using a single ARV. By the start of 
1997, combination therapy became the standard for HIV treatment, and 
remains as the standard today. It did not take long for Indian generic 
manufacturers to produce cheaper versions of such drugs. 

While the progress of the 1990s seemed promising, one stinging tact 
remahied: the overwhelming majority of HIV positive individuals 
living India were not receiving treatment of any kind whatsoever. A 
2002 report^^ suggested that, of the 5,55,000 people living with AIDS 
in India; only 2.2% were receivmg antiretroviral treatment. Moreover, 
more thiui half of those receiving treatment were not adhering to their 
treatment regimen by the end of the first year due to the high costs of the 
drugs and tests. At the time of the report, the average expenditure for 
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people on ART was Rs.2,498 per month for drugs, Rs. 5,585 for initial 
tests and Rs.5,155 every six months for monitoring tests.^ Considering 
the average income in India in 20Q2 was Rs.l,686/month (based on an 
average income of $470/yr^^ and an average exchange rate of 1 USD = 
43.055 INR ), and more dian 86% of the total population was living 
on less than $2/day (or Rs.86/day),^^ it is clear that a majority of HIV 
positive individuals simply could not afford treatment. Whilst important 
achievements in capacity building of management and technical aspects 
of die National AIDS Control Programme were attained, ev&i in 2002, 
treatment remained outside the scope of the programme. 

Ill 1999, NACO came out with its prograniine for National AIDS 
Control Programme, Phase II (NACP-II). The stated objectives of 
NACP-II appeared to demonstrate the Government's recognition of the 
importance of treatment for IIIV and commitment to providing treatment 
and prophylaxis for opportunistic infections (Ols), and hospice care for 

63 

terminally ill AIDS patients. Despite these words, public spending 
on therapy for HIV represented an estimated 5% of the total amount of 
money spent in India on HIV treatment in 2002 (the Government of India 
financed and provided scMiiewhere between 10 and 20% of the geaersUL 

OA 

health care spading in the country in the same period). 

These numbers mean that the reality for most positive indi\'idiials ni India 
is that there is ni> Irealiiiciil a\ ailahle, as was the case lor 37 year-old 
Sharma's late husband. Sharnia. a schm^l teacher from Bhopal. learned 
that she was HIV positive when her husband, who had become posili\ e 
following a blood transfusion, developed HIV/AIDS. Sharma was 
lucky and was able to receive treatment by moving to Chemiai, lunding 
it with her leaching salary. Her husband's case, however, represents 
die majority - he died in March of 2004 without having received any 
treatment because they could not afford it at the time. Sharma explained 
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that her husband had received a death sentence from their physician: 

"the doctors in Bhopal told us they didn't have any treatment for 
HIV.. .It's only available in foreign countries. 

As highlighted in Ch£q[)ter 1, the Government of India has since made 
a number of promises relating to care and treatment for PLHA which 
it has failed to ke^. As a result of pressure brought to bear through the 
Voluntary Health Association of Punjab case, a national roll-out of first 
line AR V drugs was announced by the then Health Minister (the timing of 
this coupled with the availability of good quality generic drugs available 
firom Indian manufacturers). Initially, the government said its target was 
to bring 1,00,000 people onto ART by December 2005. By February 2006 
however, only 26,000 were receiving treatment from NACO*s roll out^ 
and one year later after the initial target date, by December 2006, only 
56,000 people were receiving ART^^ and only 1860 children across the 

AA 

whole country. As will be seen in Ch^ter 5, rqiorts from the positive 
networks during this roll out tell of unavailability of medicines, acute 
lack of trained and soisitive medical staff at any of die ART coitres, 
disruptions in supply and a lack of publicity regarding the roll out In 
Sangli, patients were asked to sign an informed consent form, agreeing 
to pay for tests if needed and to buy drugs from the market if (he supply 
is suddenly stopped.^^ 

By February 2007, the government had just under 60,000 people receiving 
ART^°- still 40,000 short of its initial target to be met by the end of 2005. 
A look at the NACO website shows that tliere was no shortage of funds 
during tliis period, and the incredibly slow roll out of ART centres and 
ART for those in need is difficult to comprehend, particularly in light of 
the Government's admission in its pleadings before the Supreme Court 
that there were 5,10,000 PLHA in need of treatment in India. 



65 Note 3, supra 
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By the end of August 2007, NACO had finally managed to achieve its 
target set in 2004 of getting 1 lakh people onto ART 7^ As of July 2008, 
NACO*s ART centres are treating 1,50,961 people - far short of the 
number actually in need. 

The Govci iimciil w ill ha\ e been aware ol ihe lad in 2004, when il slarled 
slowly making lii sl line ART available to PLHA. that ilniLi resistance was 
likely to de\ eloji ui a signihcant portion ol those stiuthig treatment and 
that second line treatment wonld be reqnired lor those peo]de, as well 
as t)lhers who had initial resistance to first line ART. Despite this, and 
despite ample evidence from connlries where first line progranmies had 
begun much earlier, the Ciovernment, had no plans to introduce second 
line treatment whatsoever, until very recently. Even now, as will be seen 
below , the roll out for second line treatment is even slower than the roll 
out for hrst line treatment was. 

In January 2008, NACO began making second line treatment available 
as x^art of a pilot progranune at two hospitals in India - one in Tambaram 
(Chennai) and one in Mumbai. People outside of these places will not 
receive ART until tliere is a full roll out.^ 

NACO has claimed a pilot programme is necessary to properly 
evaluate areas such as drug adherence, drug resistance and toxicity and 
performance of the drugs/^ None of the drugs being provided through the 
pilot programme is new, they have been used for years in otho: countries 
and there is therefore a great deal of evidence available on these issues 
in relation to these particular drugs. 

The government has said it will expand the second line treatment 
progranune "in a i)hased manner", although the time line for this 
expansion is conspicuously vague. By the end of 2008, there should be 
ten centres olTering second line irealnienl, but as this excerpt from a 
repeat in The Statesman, an Imphal-based newspaper shows, there are 
serious problems with the roll out: 

"For hundreds of people living widi HIV in Manipur who have 
developed resistance to the first line Anti-Retroviral Therapy (ART) 
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~ the only known treatment that can suppress HIV, news cf free 
second line treatment came as manna from heaven. But the euphoria 
faded and trauma took over as the state agency set up to deliver 
the free therapy failed to do so even though the first of the drugs 
consignments has already arrived in Imphal. 

"While the Manipur AIDS Control Society, the nodal agency, 
scrambles to roll out the therapy, calling a meeting of its Nodal 
officials on the 24th of this month, the RIMS ART centre, one of the 
10 designated across India to administer the second line treatment is 

yet to he fully conversant with the drus^ ret^ime. Except for the RIMS 
Nodal Officer of the ART centre, no one even knew of the arrival of 
the drugs. 

"The drugs, part of the consignment given hy the Clinton Foundation 
through NACO following its request was reallocated from the 
Tambram ART centre specifically for RIMS. 

"According to reports NACO has set November as the deadline for 
rolling out the drugs. 

"But from the way things are turning out it is unlikely that the drugs 
M ill he delivered. Inside information say a four-member ( ommittee 
to look into who desen es to he given second line treatment is yet to 
he formed. More importantly there seems to he not enough trained 
hands to administer ilw drug regime. Authorities at ilw RIMS ART 
centre are citing technical problems, saying that viral load test of the 
patients need to he taken before the administration and that it cannot 
be done in Manipur. 

"They also say that it cannot give out the drugs given the lack of 
directive on the viral load testing from either the Macs or Naco. 
Sources however say Naco has made arrangement for testing of viral 
hods for blood \ii tuples from Manipur at Delhi centre to which it is 
connected by daily fiighL 

"The Clinton Foundation, it is learnt is also supporting the viral load 
testing."^* 

The government is also currently refusing to supply second line treatment 
to people who have been obtaining either first or second line treatmi^t 
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from the private sector. This is grossly unfair and is likely to lead to 
more people ceasing ART as they become nnable to afford it from the 
private sector. It will also lead to greater poverty for more families, as 
they choose between buying drugs and food. 

At ihc lime of going [o prim, second line ireaimenl h;ul been announced 
lor hospitals in Delhi Kolkata, Imphal, Aiimedabad, Hyderabad, 
Kamataka, Chaiidigarli and Uttar Pradesh. 

Funding and Main streaming 

The Government must better incorporate its HIV/AIDS treatment 
programme into the general health care system. For example, tuberculosis 
treatment centres and ART centres are often located far from each 
other, and there is a chronic lack of commnmication between the two. 
Tuberculosis is one of the most common 1 1 1 itunistic infections 
associated with HIV, and treatment should be conveniendy available 
for PLHA. Similarly, those with tuberculosis should be able to easily 
get themselves tested for HIV in appropriate facilities. It is essential, 
hovfcver, that these centres not be in the same actual space, as is the 
case in a hospital in Tamil Nadu, as PLHA are highly susceptible to 
mberculosis, which is very contagious. Limited attempts have been 
made by the Government to partner its HIV/AIDS and tuberculosis 
i 1 u^i ammes, but the lack of incorporation nationally, despite years of 
recognition of the relationship between the two health issues, signifies 
an overall inattentiveness to the HIV/AIDS epidemic. 

As ART CCTtres are often located far from those who need treatmrat, 
adhonaice to ARV drugs drops for tiirae individuals, creating a risk to 
their health and the general population as the likelihood of resistance 
increases. To combat this problem, comprehensive treatment, including 
availability of ARV drugs, needs to be available at a district level. NACO 
has already noted that this must be the ultimate goal of the Government 
programme. (Draft NACO Guidelines detail this goal; the Draft NACO 
Guidelines also envision a progranmie in which each patient has access 
to a primary health care provider in their community whom could he^ 
administer the drugs, and then visit a district hospital once every six 
months for tests.) Most recentiy, the Government has promised that 650 
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link ART centres will be fimctioiial by 2010/® These link ART centies, 
provided they are adequately staffed and resourced, are a useful way 
of ensuring people living far from urban centres and ART centres can 
obtain reliable sources of ARV drugs. They are also playing a crucial 
role in monitoring drug adheiience. It remains to be seen whether the 
Government will be able to fulfil its promise of 650 link ART centres 
over the next year and a half. 

Lack of Public-Private Partnership in HIV/AIDS 
Treatment Programme 

It is startling that there are treatment problems in the private and non- 
profit sector as well, and that the many well-trained non-])rofit and 
private HIV/AIDS doctors in India have not yet been brought into the 
Government's HIV/AIDS programme. Many of the country's best and 
most e^eri«iced HIV/AIDS doctors are in the non-profit and private 
sector and more are being trained every day. The Government must 
cfeate a voluntary accrediting programme (through onsite inspection) to 
begin to be able to use these doctors as an extension of the Government 
programme. To prevent cormption, a monitoring process could be easily 
developed to ensure these doctors do not charge patients for drugs they 
are receiving from the Government for free. 

The Clinton Foundation pledged in 2005 to train 1.50. 000 doctors in 
the private sector in India in HIV/AIDS treatment and care.' While the 
Goveninient sulTers Ironi a lack of trained AIDS doctors in the public 
sector, some of the world's best AIDS doctors are forced to turn away 
patients because they cannot afford drugs. This is an intolerable and 
perverse situation. 

Some countries, such as Brazil, already provide free Gov^nmmt ARV 
therapy through the private and non-profit sector as well as a reasonable 
set fee for these doctors* services. There are even companies that will 
assist Governments in scaling up such public-private partnerships if the 
help is needed. The incorporation of accredited doctors in the non-profit 

76 Tliis is contained in the Government's proposed IQ-poini directions to the Supreme 
Court in Voluiiluiy Heuhh Associalion of Punjab which can be read here: hllp://group.s. 
google.co.iii/group/AIDS-Beyoud-Borders/browse_thread/iJijcud/cUl Hcal66f7bdc 
b?pli=l 

77 http://wwwxlintonfoimdatioii.org/news/news-niedia/0S260S-ur-cf-hs-ai-ind-pr- 
plan-to-train-lSOfOOO-doctors-in-india-in-aids-care-and-tTeatiiient 
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and private sector would dramatically and quickly ramp up the availability 
of HIV/AIDS treatment in all the stales by allowing for treatment options 
wherever there w^ qualified and willing doctors available. Many niral 
areas that could not hope for a treatment programme for years, if ever, 
under the Government's current policy could have treatment begin 
almost immediately if there was an accredited doctor available. 

Fuillicrniore, by providing free ARV driiLis to an\' accrcdilcd doctor in 
the non-prt)lit or |)rivale sector, the Go\ ennnenl would t:really reduce 
the chances of any potential corruption involved in trying to sell drugs 
from the public sector to the private. 

Finally, by giving free HIV/AIDS drugs to accredited doctors in the non- 
profit and private sectOTS, the Gov^nment can bett^ regulate the private 
and non-profit doctors who have given incorrect care in the past. A 

public-private partnership programme gives an incentive to private and 
non-profit doctors to be well-trained. Such a public-private partnership 
can also be extended to monitoring and counselling services as well as 
for HIV testing. 

Lidia's private-public partn^hips in fighting tub^xnilosis can serve as 
a model for such an HIV/AIDS programme. As of March 2004, there 
were 550 NGOs and more dian 2,000 private practitioners involved in 
the delivery of the Government's tuberculosis programme.^^ 

NACO lias commeuted on the usetuhiess of such public-private 
partnerships: 

"Engaging the private sector providers to scale up access to 
ARV treatment can be helpful means of achieving goals of ART 
programme in expanding the coverage; ensuring the quality and 
safety of ARV treatment; and achieving service integration with 
other prevention, care and support interventions, as well as public 
health programmes such as STI and tuberculosis programme.'* 
(Draft NACO Guidelines) 

What is iKcdcd nt>v\' is the ra])id ini]ilenientali(ui rd such a jiroLnaiiinie to 
quickl) bring access to tree ARV drugs Uirough well-lrained doctors to 

the thousands in need. 
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The Government has failed to fully utilise the international funding 
available for HIV/AIDS treatment, and has grossly under-funded its 
HIV/AIDS treatment and prevention efforts 

In 2004, India was spendin^j ap]ii(>.\inialely 29 cents per ca]iita on HI\7 
AlDS-relaled prograninies. In conliasi Thailand was spending 5."^ cents, 
Uganda SI. 85. and Cambodia S5.70. ' I hc majoritv of the money India 

80 

Spends on its light against HIV/AIDS comes troiu ioreign sources. 

It was reported by human rights groups that, m 2004, die Global Fund 
agamst AIDS, Tuberculosis, and Malaria (OFATM ) approved a grant 
for $122 million over four years to fund AIDS treatment efforts in India, 
but that through incredible negligence, this money was left untapped for 
over a year.^^ Millions of dollars that could save tens of thousands of 
lives were left to languish in bureaucratic hold-ups. 

The Govmrnft^t also needs to conunitniiyor financial resources to provide 
treatment for diose with HIV/AIDS so that foreign funding provides a 
supplement and not a basis for the nation's HIV/AIDS programmes. 
India's epidemic has gathoed the concem of the world, which is willing 
to help hidia in its fi^t. However, the Indian Govemmoit has not 
prioritised this struggle. Treatment for HIV/AIDS is a matter vital to 
the future of the country and, although all reasonable foreign funding 
sources should be exploited in diis effort, India must lead in financing its 
own treatmrat efforts. 

Discrimination 

HIV has been met by Indian society with relentless discrimination that 
severely impairs prevention and treatment ctYorts. I lIV/AlDS-rehited 
stigma and discrimhiation add another layer to the epidemic, as well as 
exacerbating pre-existing stigma and discrimination related to gender, 
sexuality, and poverty. The lir>t assumption one will make i)l a positive 
person is often thai they arc a member ol one ol the ' high risk groups \ 

79 hnp:/Avww.twq.coinA)4antiiina/docs/04«Dtiuim_^ 
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since the widespread perception is that HIV is only found among MSM, 
IDU and CSW. Men may avoid revealing their status for fear of being 
labelled homosexual, and women may fear revealing their status for fear 
of bdng labelled "promiscuous** or as a sex woiker.^^ 

Women arc especially vulnerable lo discriminalion in IiiditU as ihere is a 
commonly held belief that they are the vector of IIIV. hi fact, an Indian 
study ol people who disclosed their HIV positive status to their families, 
revealed that nieu more olten received care iiiul suppint, and that women 
more often were tarizcts of discrimination, includin*: denial of shelter, 
denial of a share in household property, denial of treatment, and being 

85 

blamed tor the positive status of their husbands. 

Judgment and blame are inh^rat in such beliefs. It is not uncommon 
for positive persons to be perceived as being punished for immoral 
behaviour, or being responsible for contracting the virus. These ideas 
pose one of the most serious impediments to effectively combating 
HIV/AIDS in India. The words of the late Jonathan Mann, director 
of the WHO Global Programme on AIDS, summarise this: "[stigma 
and discrimination are] as central to the global AIDS challenge as the 
disease itself."*^ 

Women are increasingly affected by the HIV/AIDS epidemic in India. 
Women face a number of particular vulnerabilities. They are, for 
example, physiologically more vulnerable to transmission of the virus 
during vaginal sex. They are often unable to demand safe sex practices 
from their husbands. In a situation where both husband and wife are 
positive, the wife is often tested positive first, as she accesses ante-natal 
services. If the wife tests positive and the husband is persuaded to be 
tested, there is an apparent, thou^ usually false, causal link between tfie 
wife*s and the husband^s positive status. 

Insinutional discrimination is among the most serious forms of 
discriminalion that cause people to avoid revealing their status, avoid 

83 Ibid., at 4 
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seeking treatmrait for fear of breach of confidentiality and avoid getting 
tested. In some cases, positive people have been denied treatment due 
to medical discrimination. Instances of discrimination in employment 
are common in India, with cases of job loss, isolation and denial of 
employment being reported.^^ Likewise, positive children oft«i face 
discrimination in schools, with instances of segregation, breach of 
confidentiaUty, and children being thrown out of school based on their 
or their parents* actual or perceived status.^^ 

Arguably the mosi dangerous forni ofdiscriniinalion,and iiiosidcirimcnlal 
to the furtherance of HIV treatment in hidia. is medical discrimination. 
Although it has been more than 20 years since the diagnosis ot the first 
cases of HIV in the country, numerous cases of discrimination in medical 
settings continue to be reported. Moreover, discrimination has been seen 
ill tlie medical context worldwide, with the most common complaints 
including refusal of treatment, neglect of patients, testing without consent 
and breaches of coniidendality.^'^ These traumatic experiences with the 
health care system are a source of fear, anxiety and cause of the denial 
of one's HIV p(^sitive status.^^ Such anxieties are underslandable when 
one reads about cases such as that of a 26-year-old man who died of 
renal failure at a Dellii hospital, when denied treatment based on his HIV 
status. One of the hospital's doctors admits ''His case sheet says that he 
was refused treatment because he was HIV positive. . .He died within two 
hours."^^ Similar inhumanities have been committed by police dealing 
witih positive people, judges and lawyers with positive complainants, 
officials holding public office who have ignored the needs of their positive 
constituents, and the list goes on.^^ 

High risk groups face special problems vis-a-vis discrimination, thus 
providing adequate treatment to ilicse groups is especially challenging. 



88 Note 82, supra, at 10 
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Conmioii to the tliree groups at the highest risk of contractmg and 
spreading mv (CSW. MSM and IDU) is that the criminality of 
their behaviour drives their practices underground. As such* these 
commimities are extremely difficult to reach out to with prevration and 
treatment programmes. The overall effect of this extends beyond these 
communities, as prevalence of HIV in the general public is ultimately 
a function of prevalence among high risk groups. Li fact, two of the 
most crucial factors detmnining the rate of growth of HIV infections 
in India are the population of sex workers and the rate of condom use 
with their cHents.^^ Moreover, injectable drug users are a major driver 
of the epidemic, especially in the north-east, where their intersection 
with sex workers has increased the rapidity with which the infection is 
growing. 



94 Mariam Oaeson and Ashok Alexando', 'Tadding HIV in India: Evidence-Based 
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CHAPTER 



Universal Access to HIV/AIDS 
Treatment: A Fundamental Right 



The Government of India had a 'prevention only' approach to HIV/ 
AIDS entirely ignoring the treatment component until April 2004. A 
prevention-only approach to HIV ignores tiie right to health of those who 

need care, violates their dignity, devalues their lives, and fuels stigma 
and discrimination against their HIV positive status. 

As set out below, international treaties strongly articulate the universal 
rights to life and healtii, while foreign juiisprudence shows that these 
rights have been interpreted to mean Governments must provide 
comprehensive HIV/AIDS treatment The right to HIV/AIDS treatment 
is founded on the right to life in Article 21 of the Indian Constitution, 
and is supported by case law and international law. International treaties 
make clear tiie connection between the right to life and the ri^t healtii. 
These rights demand the Government provide HIV/AIDS treatment for 
those in need when it is witiun the Government's ability to do so. In 
many countries, the judicial system has enforced these rights to ensure 
that HIV/AIDS treatment is available to all those individuals in need. 

international Treaties 

Anicie 25( 1 ) of the Universal Declaration of Human Rights (UDHR) 
articulates a basic right to health: 

"Everyone has the right to a standard of living adequate for the health 
and well-being of himself and of his family, including food, clothing, 
housing and medical care and necessary social services, and the 
right to security in the event of unemployment, sickness, disability, 
widowhood, old a^e or other lack of livelihood in circumstances 
beyond his control. " 
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Article 12 of the International Covenant on Economic, Social, and 
Cultural Rights (ICESCR) reaffirms and builds upon the right to health 
found in the UDHR by recognising, 

"The right of everyone to the enjoyment of the highest attainable 
standard of physical and mental health, " 

It further requires diat: 

"steps to be taken by the States Parties to the present Covenant to 
achieve thejUll realisation of this right shaU include ^ose necessary 
for... (c) the prevention, treatment and control of epidemic, endemic, 
occupational and other diseases: (d) the creation of conditions which 
would assure to all medical service and medical attention in the event 
of sickness. *' 

The right to health in the ICESCR is subject to the principle of progressive 
realisation found in Article 2.1. 

Article 6.1 of the Convention on the Righis of the Child states: 

"States Parties recognise that every child has the inherent right 
to life, " 

Article 6.2 states; 

"States Pitnics shall ensure to the maximum extent possible the 
survival and development of the child. " 

The Cominiitcc on ihc F^ighls t)!' ihc CMiikl has spolceii on ihe issue 
of HIV/AIDS in particiikir as it affects children being orphaned and, 
therefore, affects their health and development and even their very 
survival. 

International Jurisprudence 

Courts around the world have used the right to life and health, and 
principles of non-discrimination found in their constitutions and 
international law to ensure their respective Governments provide HIV/ 
AIDS treatment to those in need. 

96 

In 1992, in Dic^io Serna Cioniez v. Hospital Uni\ crsitario del Valle, 
the Columbian Constitutional Court found that the Ciovernment's social 
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security scheme must provide HIV/AIDS treatment to tliose in need (at 
this time ARVs were not yet coimnonly used to treat HIV/AIDS). It 
based its decision not only on principles of human dignity, but also of 
non-discrimination, as not treating HIV/AIDS added to the stigma of 
those living with the disease and constituted economic discrimination 
because only those who could afford to, received treatment. 

In 1995. in XXX v. Insiitiiio de Sef^nros Socialcs lISSl^'^ the Columbian 
Constitutional Court exlL-nded the scope of its judgment in Gomez to 
slate that the Government's social security scheme must also include the 
provision of ARVs to those who medically needed them. 

In 1997, in William Garcia Alvarez v. Caja Costarricense de Seguro 
Sociaf^ the Costa Rican Supmne Court ruled that ARVs must be 
provided through the Govemment*s social security scheme. The court 
based its decision on the importance of the rights to life and health in a 

modern society: 

"Ij ihe right lo life is especialh protected in each modern State and 
with it the right to health, any economic criteria that jyretends to 
deny the exercise of those rights, has to he of second importance {...J 
without the right to life, all the remaining rights would be useless. " 

This decision was handed down in 1997 when ARVs were considerably 
more expensive and less effective than today. Nonetheless, the court found 
sound economic policy on which to base its ord^* io the Govemmmt to 
provide ARVs: 

"...if w hat is nec('ssa^^^ is lo put the prohlcm in the (old financial 
dimensioth the Court believes that it would not he less on target to ask 
ourselves about the nuinv millions of colons f Costa Rican currency! 
that are lost by the fact that the sick caniu)t have the possibility of 
reincorporating themselves into the labor force ami producing their 
part, however small it may be, of the natioiuil riches. If we enter this 
e.xtreme, and all those that are associated with it, it is reasonable 
lo postulate that the country loses more by direct and indirect ( osts 
of the slate from the incapacity of one lying prostrate because of 
a sickness, than what in another manner would be invested giving 

97 Sentencia T-27 1/95. Exp. 027 14, of SevcjiUi Court of Revision of tiic Coustitntiofia] 
Cooit (June 23, 1995) 

98 Mr. William Garcia Alvarez v. Caja Costarricense de Seguro Social, Constitudoiud 
court of Costa Rica, Hie 5778- V-97, 23 September 1997 
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him the treatment that would permit him to return to a productive 
life. Of course, the intangible, social, and moral benefits are - 
unquestionably - much greater. ** 

Tn Cruz del Vcillc Bennudez ct al. v. Minisicrio dc Siiliid y Acrion Social,^^ 
an action was liled by a group of Venezuelan NGOs demanding ARV 
treatment be provided by the (iovernment's social security scheme under 
the right to heaUh in the Venezuelan Constitution, and under international 
liealies such as the TCESCR. Citing the right to health the C\>url held 
in 1999 that the Govern ineiil must pro\ ide ARV iheiMpy under its social 
security scheme. The Venezuelan Supremo Court ludercd the Ministry of 
Health to request the necessary lunds Iroiii the President lor prevention 
and control of HIV/AIDS, and also ordered the Ministry of Health to 
provide ART and associated medicines to those in need in Venezuela. 
The Supreme Court made it clear it expected all Governmental authorities 
to comply with the spirit and lettor of its Ord^ in tfiis case. 

hi 2000, the Argentinean Supreme Court in Asm iacion Benghalensis 
et al. vs. Ministerio de Saliid x Accion Sociat^^ lield that the Ministry 
of Health was not fulfilling its duty to provide ARVs tlirough public 
hospitals. For the basis of its decision, the Court cited the right to life and 
health found in the Argentinean Constitution. A great number of people 
benefited almost immediately from this decision. 

hi 2001, the Supreme Court of El Salvador in Jorge Odir Miranda 
Cortez V. Director of the Salvadoran Institute of Social Security held 
that the El Savadorian Qovenunent must provide ARV therapy and other 
medications that prevent the death and improve the quality of life of 
persons living with HIV/AIDS. The court found that 

"if one person who should he attended in a specific nuuiner does not 
receive the ( orrespondini^ attention, so that he is condenined to an 
undignified life or even to dealli. this would fronlally aliaek the right 
to health and even more, to life, protected hx the Constitution f..j A 
person's right to enjoy good health through the effective and pronipt 
intervention of the State's assistance translates at the end of the dax 
into (Ui attempt to extend life, hut with dignitx. Dignity is a principle 
that infnins the entire juriilii id sxsiem, and life is a right that makes 
possible the existence of the other rights. " 

99 Sapieiiie Conit, expediente no. 1S789 (July 15, 1999; Veneznda) 

100 Supreme Court of Justice of Argentina, Fallos 323: 1339. 1 June 2000 

101 Constitutional Court of £1 Salvador. File n°348-99, 4 April 2001 
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Citing the Costa Rican Supreme Court's decision in Alvarez, the El 
Salvadorian Supreme Court concurred that providing ARVs to its 
population would save tlie Government money by keeping its citizens 
out of hospitals and in the woikforce. 

Also ill 2001, in GlemUi Lopez ct a}, v. lustituto Vencz.oluno dc Los 

1 02 

Se,^iiros Sociales. a follow-up case to Cruz del Valle Bernuidcz. the 
Venezuelan Supreme Court reaffirmed its orders that ARV treatment 
must be made available to all who needed it under the social security 
scheme and demanded compliance with these orders. 

In 2002, the South African Constitutional Court held in Treatment Action 
Campaign v. Minister of Health and Others,^^ that the Government must 
provide nevirapine in public hospitals to help prevent mother-to-child 
transmission of HIV. hi doing so die court cited not only a right to health 
found in the South African Constitution, but that the use of nevirapine 
during an HIV positive preguiuicy was part of a minimum core of rights 
to which everyone is entided. The South African Court found that the 
UN Cominittee on Economic, Social, and Cultural Rights had developed 
the concept of this minimum core and the South African Constitutional 
Court based its decision on a series of rights found in the South African 
Constitution. The Court slated: 

"77//.V miiiiniiiDi core ini^ht not be easy to define, but includes at least 
the minimum decencies of life consistent with human di}i:nity. No 
one should be condemned to a life below the basic level of dignified 
human existence. " 

This case, its context and impact is discussed in greater detail in Chapter 
7 of this book. 

Indian Law on Access to Treatment 

The international community has endorsed the importance of human 
rights, but the guarantee of rights in the health sector remains the principal 
responsibility of States, and they must convert the rights into a cognizable 
reality. The Indian legal system's ability to guarantee the right to health is 
entrenched in the Indian Constitution and the creative inteipretation of the 
constitutional provisions by the Supreme Court of India. 



102 Supreme Court, expedieiite no. 00-1343 (April 6. 2001; Venezada) 

103 Constitutional Court, South Afiica,2002 
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Article 21 provides: 

"No person shall be deprived of his life or personal liberty except 
according to procedure established by law, 

The Indian Supreme Court has recognised in its jurisprudence (set out in 
detail below) that the right to life is meaningless unless accompanied by 
the guarantee of certain social rights, which make possible the chance to 
live life with dignity. 

Article 47. a Directive Principle. directs the (lovernmenl to improve 
public health, slating "The Stale shall rei^anl the raising of the level of 
nutrition and the standard of livini^ ol its people and the in\pro\ einent 
(\f public health as anionic its primary duties." Although Article 47 is 
not justiciable per se. together with Articled 21. it lornis a constitutional 
parallel to international human rights standards enumerated in the 
ICESCR, ICCPR and other inicriiational instruments lo which India is a 
signatory, or which il has formally ratihed. 

Indian Supreme Court Decisions Interpreting 
the Right to Life 

Beginning in 19H1, in Fratn es Mullin v. Union Territory of Dellti. the 
Indian Supreme Court haN interpreted the right to life expansively to 
include "the rii^ht to live with human tli'^nity and all that f^oes alon^ 
with it, mtmelw the hare necessities of life such as ade(juate nutrition, 
clothin,^ ami shelter." Central to jurisprudence on the right to life, 
as eoniirmed by later eases, is human dignity, a concept dt-rived from 
the Directive Principles and generally indicating the provision of basic 
needs to provide an enabling environment to make meaniiii^ful and 
worth living. The Supreme Court has explicitly held this right to mean 
more than "iiwre survival or animal existence.'^^^'^ Buildnig u\nm its ow n 
jurisprudence, the Court look the next logical step and included the right 
to health as a necessary component of the right to life and the right to live 



1 04 Article 2 1 : Constitution of India. 1 950 

105 Directive Principlt-s ol St.itc Policy arc set out in tlu- India Constitution, and form 
guidelines to the current government for the framing of legislation. They are not 
enforceable by the Courts 

106 (1981)2S.C.R.atS29 

107 Dr. Askok v. Union of India. (1997) S SCC 10; Bandbma Mukti Moicfaa, A.I.R. 1984 
S.C802.811 

Copyrighted material 



The Struggle for Access to Treatment for HIV/AIDS in India B 



with human dignity. It did so by deftly integrating the non-justiciable 
Directive Principles into the justiciable Fundamental Rights, explicitly 
holding that "[t]he right to health. . .is an integral facet of [a] meaningful 
right to life.*' 

Since Mullifh ihc non-Jusiiciabilily of the Stale liealih policy and 
State obligations to ensure health for its citizens has been replaced 
by a developnig jurisprudence that imposes obligations on the State 
to provide enabling social conditions for the development of health, 
life, and ullimately human dignity. The elevation of the right to health 
serves as an indication that the law recognises a rigiils violation in tlie 
non-provision of sufficient access to health care services, as well as 
])roviding a powerful vehicle for litigation seeking the protection of 
the health of PLHAs. 

With the recognition that the fundamental right to life in Article 21 of 

the Constitution emphasises the value of human dignity, the Supreme 
Court began to address the importance of health as a fundamental right 
for Indian citizens. In addition to Article 47, the right to health also has 
its genesis in Articles 38,'°® 39(e)J°® 41 and 48A'" of the Directive 
Principles. In a series of cases, the Supreme Court has addressed the 
issue of health care as a fundamental right and has imposed an obligation 
upon the state not only to provide emergency medical care but also to 



1U8 State to secure a social order for tlie pruinolion of welfare of die people.- (1) 
Hie State shall stiive to piouioite die wedfaie of the tx:oplc by secuiing and 
piDtectmg as effectively as it may a social oider in which justice, social, 

economic and political, shall inform all the institutions of the national lifiB. 
(2) Tlie state sli.ill in particular, strive to iniininisc the iiici|ii<ilitics in income, and 
endeavour to eliminate inequalities in status, facilities and opportunities, not only 
amongst individuals but also amongst groups of people residing in different areas or 
engaged in different vocations 

109 Certain principles of policy to be followed by the State:- Tlie State shall, in partioolar, 
direct its polic\' towards securing, l e) that the health and strenL'th of workers, men 
and women, and tlie tender age of cliildren are not abused and diat citizens are not 
forced by economic necessity to enter vocations unsuited to their age or strength; 

110 Right to woik, to education and to public assistance in catain cases.- The state 
shall, witliin tlie limits of its economic capacity and development, make effective 
provision for sccuriiu! the right to work, to education and to public assistance in 
cases of unemployiuenl, old age, sickness and disablement, and in other cases of 
undesen cd want 

111 Piotection and improvement of environnnent and 8afqj[ttardyng off oiests and 

- The State shall endeavour to protect and improve the environment and to safeguard 
the forests and wild life the country 
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take all st^s to create conditicms necessary for good health, inchiding 
facilities for basic curative and preventive health service. The Court has 
required States to provide citizens with basic health services and social 
conditions essential for the enjoyment of health. 

In Baudhua Mukti Mun ha v. Union of India, " the Supreme Court 
addressed the types of social conditions necessary for the enjoyment of 
health. The issue presented in the case was whetlier the workers at stone 
quanies were deprived of their ritdit lo life because of inhumane living 
and working c(^ndili<)ns. The Supreme Court stated that the right to live 
with human dijjnily includes pnitection of the health of individuals. It 
also held that Slate actors must provide the basic conditions necessary for 
tlie enjt>} nient ol health m order to guarantee the right to live with huiiuui 
dignity. The Supreme Court found that the Slate was required to provide 
workers with clean drinking water, sanitation facilities, and medical 
facilities to protect their health and tlial tliis obligation was founded on 
the workers" right to life under Article 21 of die Constitution. 

In Consumer Education and Research Centres & Others, v. Union of 

113 

India, the Supreme Court held that the right to health and medical aid to 
protect health is a fundamental right and thai health implies more than an 
absence of sickness. The Supreme Court ui another case reiterated that that 
the right to health is integral to the right to life and that the Government has 
a constitutional obligation to pro\ ide healthcaie lacilities.^^* 

In a further case» the Supreme Court held that the right to life embodied by 
Article 21 cast a responsibility on the State to guarantee a healthy life to 
its citizens. This duty was reaffirmed by Article 47 and was one the most 
essential obligations of the state.^^' The apex Court has also recognised 
that medical care and health facilities not only protect against sickness, 
but also ensure stable manpowo: for economic development, and diat the 
maintenance of health is an imperative constitutional goal.^^^ 

In Dr Asliok v. Union of India, the Court held thai the right to life 
under Article 21 of the Constitution meant more than just mere existence 

112 A I R. 1984 S.C. 802 

1 13 < 1995 1 ,^ Sr(M2 

1 14 Stale of Punjab and Oiheis v. Mohimier Sin^h Cliawala. 1 1997) 2 SCC 83 

1 15 Stale of Punjab & Others v. Ram Lubliaya liagsa <fi Others (1998) 4 SCC 1 1 

116 C.E.S.C. Limited and Othrs. v. Subhash Chandra Base and Others. (1992) 1 SCC 
441 

117 (1997) 5 SCC 10 

ITT 
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or survival. On the contrary, it included all that gave meaning to man's 
life, from his heritage to his health, and protected the same. The Court 
thus expanded the interpretation of the term "life" used in Article 21. 
By doing so, it brought the prevention of injuries to a citizen's health 
because of harmful drugs (^r other substances as well as due to pollution, 
within the meaning of right to life. 

The Supreme Court laid down that the preservation of life was a 
necessary component of the right to life, as enshrined m Article 21 of the 
Constitution of India. 

In Paschim Banga Kket MazAoor Samity & Others v. State of West 
Bengal & Another,^^^ the Supreme Court held that the primary function 
of the State was to secure the welfare of its people. Providing adequate 
medical facilities for them was part of this obligation. The Court, in 
holding that there had been a violation of the right to life under Article 21 
and awarding conq[»aisation, stated that the right to emm^gency medical 
care ftumed a core component of the ri^ to health, which in turn was 
recognised as foimmg an mtegral part of the right to life. It did this by 
re-conceptualising the right to life as imposing a positive obligation on 
the State to safeguard the life of every person stating that *^preservation 
of human life was of utmost importance" and that **The Constitution 
envisages the establishment of a welfare State.. .Providing adequate 
medical facilities for the people is an essential part of the obligations 
undertaken by the Government in this respect and discharges this 
obligation by running hospitals and health centres." 

Practical Arguments in Favour of Universal 
Access as a Right 

The introduction of national ARV treatment corresponds to a 
decrease in the rate of new HIV infections 

A recent study in Taiwan showed that providing HAART to all HIV 
positive citizens corresponded with a 53% decrease in the rate of new 
HIV infections.^^' 

In the early 1990s, Brazil initiated the first free ARV programme in the 
developing world. Today the programme provides free ARV drugs and 
treatment for opportunistic infection to almost ev«yone who needs it in 

118 Writ Peiiiioji. (Civil; No. 796 of 1992 

1 19 "Decreased HIV Transmission after a Policy of Providing Free Access to HigMy 
Active Antiretroviral Therapy in Taiwan** by Chi-Tai Fang and others published 
SeptembM- 2004 
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the country (about 130,000 people). In 1992, the World Bank estimated 
that by 2002, Brazil's prevalence rate would be 1.2% in 2000. Brazil's 
aggressive treatment programme meant however that the prevalence rate 
in 2000 was actually 0.6%.^^° 

Free ARV treatment encourages people to get tested for HIV 

Providing free treatment creates an incentive for people to get themselves 
tested. Without treatment options that include ARV drugs, a positive 
HIV result is notice of one's impending deadi. With effective treatment, 
a positive test result signals the beginning of a process where one must 
manage a poweifiil disease, but can still look forward to a healthy and 
productive life. 

A U.S. study in the mid-1990s found that a major reason respondents 
did not get tested was they felt nothing could be done for them if they 
were positive. By 1998-99, with more widespread use and pubhcity of 
ARV drugs for treatment, fewer people cited this as a reason not to get 
themselves tested. 

A compreheusive treatment programme decreases the likelihood 
of transmission, by educating those infected (d)oiit how to avoid 
transmission while at the same time decreasing their viral load 

Some have argued that tiiose bdng treated with ARV drugs may oigage 
in increased hig^-risk behaviour, under the false belief they can no longer 
transmit the virus. A systematic review of the scientific titerature finds, 
however, that those being treated with ARV drugs are no more likely to 
engage in high-risk behaviour than those who are not, and several studies 
suggest ARV treatment may correspond with a decrease in high-risk 
behaviour due to die education and counselling giv«i whm treatment 
is provided.^^* 

Without a national couipreheusive IIIV/AIDS treatment programme^ 
individuals are likely to seek treatment in the private sector where 



120 "77ie World Ih ahh Report 2004: Changing History" published by the Worid Healdi 

Orgaiiisiition p. 2.^ 

121 "HIV Testing within At-Risk Popttlations in ihc L'niled Stales mid Reasons for 
Seeking or Avoiding Tesiing" Journal of AIDS, 2002, Scott Keller man and others 

122 "Highly Active Antiretroviral Therapy and Sejoial Risli Behavior: A Meta-antUytic 
Review" Jonmal of American Medical A.ssociation. Jidy 2004, Niode Crepaz and others, 
oonducts a systematic review of die sdeutific literatuie and comes to these fiiidiiigs 

Copyrighted material 



The Struggle for Access to Treatment for HIV/AIDS in India B 



they may receive incomplete treatment, or be forced to stop treatment 
because of pricCj increasing the likelihood of drug-resistant HIV 
strains deveU^ing 

If Pl.1 1 A do HiU receive (realmenl llirougli a national ct^mpi ehensive HI\7 
AIDS licaUiienl piDiiianmie, those who can afloicl to arc likely to turn 
lo the private sector for treatment. Anecdoially in hidia, many private 
sector doctors inaccurately prescribe ARV drugs by e.g. prescribing 
mono-therapy instead of triple therapy, or prescribing drugs for incorrect 
periods of time. Furdier, many patients start ART, but without tfie required 
financial resources have been forced to stop therapy. Such instances are 
particularly s«ious because they allow the HIV virus to become resistant 
to cheaper and often more effective first-line ARV drugs. 

If a PLHA with a drug-resistant strain of the virus transmits the virus to 
another person, that second person will also lia\ e a drug-resistant lorm of 

1 23 

HIV. The spread of" such drug-resistant lorms ol HIV makes irealment 
much more expensive and medically serious lor all concerned. 

Numerous studies in Africa have shown that even in very resource- 
poor settings, adheroice to drugs can be as hi^ - if not higher - as 
in richer countries such as the United Stales or Western Europe. Such 
high adhnence rates can only be achieved, though, where there is 
routine medical care, £ree or affordable ARV drugs, and free laboratory 
testing.^ ^* 

In 2001. 6.6*^^/ of new infections in Brazil involved dnig resistant strains, 
one third to one lialfDf that t\)und in North America or Western Europe. 
This result was louiuled on guarantees ol long-term treatment, continuous 
training of health care personnel, use of standardised guidelines, and 
the involvement of non-Governmental organisations in promoting 
adherence. 

123 "Modifying HIV antiretroviral therapy regimes" Tp-to-date Online, «c<»ssed 
8/17/05. explains that dnig resistance - "viidogic failure" - is most commonly 
caused by poor adlieieiice to ARV llierapy 

124 "Adherence lo HIV antiretroviral therapy in HIV+ Ugandan patients purchasing 
therapy" bitemational Joamal of STD & AIDS. April 2005, J. Byakika-TDsiime 
and others. 

"Bdnicrs to (itilirrrrnviral adhrrriuf for patients living uvV/f HfV injection and AIDS 
in Botswana " appearing in Journal ol .A.IDS. Nov. 2003. by Weiser and odiers 
" Economists' . public health experts' and policy makers' declaration on free 
treatment for HIV/AID^ 2004, available wwwj»-so.iiet/spip.php?(>age=ailicle_ 
pdf&id_aiticles393 

125 Note 120,5i(pni,at23 
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Untreated PLHA are susceptible to opportunistic infections, 
treatment of which costs the Government money 

Their ctMiipromised immune systems mean that PLHA are highly 
vuhicrable to Djiportuiiislic infections such as luliereiilosis (the most 
common opporluiiislic inleclion in huliai and pneumonia. Therefore, 
in combating diseases such as tubercuKisis in hidia. it is important to 
provide treatment to PLHA, to reduce their risk ol developing these 
opporliiuislic infections, whicii can also allect HIV negative persons. 

A national comprehensive treatment programme wiU save the 
government and Indian economy money - anything less could 
prove economically disastrous 

HAART treatment reduces iiKMbidity and niorlality rates amongst 
PLHA. In Brazil, the introduction of ART saved the Brazilian 
Government money in the h)ng-term. h\ averting deaths and reducing 
the number of hospital admissions. According to the World Health 
Organisation "From 1996 to 2002 [in Bnizil], more than 60,000 HIV/ 
AIDS cases, 90,000 deaths, and 358,000 HIV/AIDS-related hospital 
admissions were avertedt and the savings in outpatient and hospital 
costs have outweighed the costs of implementation by more than US 
$200 million in four years.^^^^^ 

Cuirently, India pledges to treat all opportunistic infections for free 
(conlinned in the Union of India's Counter Petition in the Voluntary 
Health Association of Punjab case, at p. 314 ). As NACO itself accepts, a 
^^[Ijower frequency of opportunistic iufections significantly reduces the 
cost of management of HIV. (Dralt NACO Guidelines p. 324). 

In addition to savings in healthcare, there are large savings available to 
the economy in fully treating PLHA, as the Supreme Courts in Costa Rica 
and El Salvador have pointed out (see Chapter 4 below). Most PLHA are 
in the prime working years of their life. By providing treatment, those 
who would have died or fallen sick from HIV/AIDS-related diseases are 
able to continue working and raising families. 



126 **Highly Active Anlirelnn iral Therapy Decreases Mortality and Morbidity in Patients 
with Advanced HIV Dbease" Annals of Litemal Medicine, July 2001, Edwaid 
Murphy and others 

127 Note 120,5upni,at23 



CHAPTERS 



Important PILs in India on 
HIV/AIDS treatment 



The Human Rig|its Law Network and odier civil society groups and 
individuals have filed many Public Intraest Litigations in Indian Courts 
on the issue of HIV/AIDS. These petitions have been very successful 
in many Courts in the country, where the active Indian Judiciary has 
recognised and upheld the rights of PHLA under the Constitution of 
India. 

Voluntary Health Association of Punjab 

V Union of India 

"Does the Government have the right to play with our lives? Are we 
puppets?" 

Jehanabi Goswami, Assam Network of Positive People. 

(AIDS INDIA ePorum, IS August 2007) 

Until recent times, HIV inlecticm meant a rapid countdown towards death 
as it developcil into AIDS. However, the development of ARV drugs has 
resiUted in the increased ahility ol positive people to attiiiu a remarkably 
enhanced htespcui with many more healthy years. 

Until 2004, though, a positive person in India could receive no such 
therapy in any Indian public hospital free of cost, and was simply left to 
die unless they could afford to buy it. Indeed, the Government had stated 
in its National AIDS Control Policy that it could not provide support for 
such treatment as it was "prohibitively cxpensive."^^ Given the fact that 
a huge number of positive people in India are positioned in th^ | orer 
economic strata, there existed large-scale dependence on a public health 
system that was totally unconcerned with their plight. 



128 hap://health.groups.yahoo.coiii/gn>ui)/8aathii/message/466 
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In recognitioii of the right to treatment and to health of PLHA, Human 
Rights Law Network on behalf of the Voluntary Health Association 
of Punjab filed a Public Interest Litigation rcfcned to as Voluntary 
Health Association of Punjab v. Union oflndia^^^^ in Octob^ 2003 in 
the Supreme Court of India, calling upon the Government to provide 
universal access to treatment. The petition set out to address violations 
of the right to equality and the right to life set out in Articles 14 and 
21 of the Indian Constitution, and to significantly amend the National 
An)S Control Policy of the Government of India. The Petitioner claimed 
that the total indifference and disregard for the lives of positive persons 
in India was against all the established principles of human rights 
jurisprudence. 

Along with ihe petition brought by the Voluntiiry Health Association of 
Punjab, the Supreme Court had been moved by three other Petitioners: 
Sahara House Saiikalp Rehabilitation Trust and Conmion Cause. At 
the outset, these petitioners called on the Government to ensure that 
treatment was not refused in Goveniment hospitals to PLHA. The VH A? 
petition was the only one which raised the issue of provision of ARV 
drugs by the govemmoiL The VHAP and HRLN faced some criticism 
from certain quarters, suggesting they ought not to have brought the case 
for treatment, saying Uie Govemment had insufficient money to tund 
treatment as well as prevention, and that it was correct for the bulk of 
Govonment spending to go on prevention. VHAP and HRLN thought 
this argument should be made by the Govemment, not civil society. 

To ihc hcnclit ol PLHA living in India, all petitioners have now taken up 
the issue of access \o ARV druL's (as well as access to general treatment 
in healthcare institutions) and there is wow some kind ol unanimity of 
views amongst those lighting for the same cause. We are now lighting a 
uniting battle for services, access to treatment ant! protection of dignity 
and rights of all people in India affected by H1V7A1DS. 

Petitioner's Arguments 

The Petitioner noted the outward impression given by the Govemment 
of India that it had intentions of providing care and treatment to PLHA, 
but highlighted the Government's ambivalent attitude towards treatment 
by anti-retroviral therapy. The Petition drew on intemational treaties and 



129 Writ Petition (Civil) No. 31 1 of 2003, Supreme Cooit of India 

Copyrighted material 



The Struggle for Access to Treatment for HIV/AIDS in India B 

jnrispnideiice to highlight the gi^ between the Govemmrat's outward 
commitment to human rights and its acmal lack of provision of healthcare 
facilities for PLHA. The Petition drew attention to the proceedings of 
the twmty-sixth Special Session of the Gomal Assembly of the United 
Nations, from 25 to 27 June 2001. India is a signatory to the Resolution 
adopted in this Special Session which outlines the intention that, by 2003, 
signatories must address factors affecting the provision of HIV-related 
drugs, widi particular regard to affordability and pricing. The Petition 
liighlighted the Indian Government's failure to do so. 

It was asserted by tlie Petitioner that the Supreme Court has held that the 
plea ol iiiiiuicial inability has no juridical basis as tar as the non-negotiable 
facets of human rights iu-e concerned. Evidence was submitted of middle 
income, developing countries where the Govemmenl has provided 
free of cost treatment to positive people. In such countries, a certain 
containment of the epidemic has occurred. It was strenuously pleaded 
tliat the position of the Indian Government, in effectively blocking off 
treatment and the ensuing right to life of the millions of positive people, 
stands against all tenets of humanitarianism and civilisation. 

The Petitioner prayed that the Government be directed to provide free 
and equitable access to an ti -retroviral treatment to PLHA under the 
public health system. Furthermore, a direction seeking! the Government 
review the N.itional AIE).S Control Organisation was also included, Also 
souiiht was a diieclion liial the Government should create inlrastruclure 
ill public licallh institutions, includuig trained doctors and paramedics. 
lUc declaration of a national emergency and the invocation of the 
compulsory licensing provision under the TRIPS agreement, so that the 
])rices of the aiiti-relro\ iral drugs can be decreased, were also included 
in the IVtition. Additionally, .i direction was sought which could oblige 
the Government to raise and commit the required linancial resources as 
identilied by the UNGASS Dechu-ation adopted by die UN 26^^ Special 
Session iii June 2001, by the year 2003. 

Government's Response 

In response to the VHAP Petition, in December 2003, the Government 
of India announced a policy for providing anti-retro viral treatment to 
1 ,00,000 people living with HlV/AlDS, free of cost, with in^lementation 
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starting on 1 April 2004."^ The goal of the programme as outUned in 
the draft NACO guidelines was essentially to place 1,00,000 PLHA on 
stnictmed ART by the tad of 2005, and to be able to provide additional 
treatment to lS-20% of PLHA each year thereafter, for a period of five 
years.^^^ The Oovemment created a new target of treating 1,00,000 by 
2007 after realising it would not meet its 2005 goal. As of November, 
2006 a total of 32,000 people^^ were on ARV drugs in India whereas 
UNAIDS estimated there were 7,85,000 people in India who require 
ART treatment as of August 2005.^^ Althou^ the last few years have 
marked definite progress, universal access to ARV drugs remains elusive 
to thousands of positive people in India. 

Several further rounds of submissions have been made in the VIIAP 
case, drawing on data gathered by the Petitioner at a number of 
national consultations (the reports of which form the basis of Chapter 
6 of this book). 

Petitioner's Demands 

Li the first week of S^tember 2005, an affidavit was filed in the PIL, 
containing testimony of positive people from thirteen states making 
painfully clear the dire need for free ARV drugs, and on the basis of 
these die following directions have been sought: 

A. The Cu)vernmeiU iinisi iininedialely train dciclors. nurses, 
and counsellors on a large-scale national basis, to provide a 
C(Mniireluiisive HIV/AIDS treatnicnl prograimne wliich includes 
the administration of ARV drugs, in at least every disliict hospilid 
in India. 

B. The Goveniment must provide access to ART (with at least one 
second-line option), required counselling m l testing (including 
but not limited to CD 4 testing, complete blood count, liver 
frmction tests, kidney function tests - BUN and creatinine - and a 



130 Note9,5if^ni 

r^l :bid.,at37() 

132 1 Iiuiiaii Rights Law Xclwoik and Vdluiitary Ilialtli AsscxMation of Pinijab Report on 
tlic two day ctnisullatioii on ARV Trealmeiil held on llic 14'^- 15^^ October, 2006. 
http;//wwwJuhi.org/adimu/issuc/PdlHle/20061 110072724_Buitlerl.pdf 

133 UNAIDS and WHO. Progress on Global Access to HIV Antiretroviral Therapyi 
A Report on '3 by S* and Beyond**, Maicb 2006. bttp:/Avww.w]io.intAiiv/ 
pfogrqK»t2006_en.pdf , at page 73 

Copyrighted material 



The Struggle for Access to Treatment for HIV/AIDS in India B 

lymphocyte coimt), nutritional support, and medicines needed to 
treat opportunistic infections in every district hospital. Paediatric 
formulations and specialised care should be available for HIV 
infected children. 

C. PLHA should be issued with Antyodaya Anna Yojana ("A AY") 
Cards so they can receive subsidised food. The Government must 
design such a programme to ensure the greatest degree possible of 
confidentiality to those using it. 

D. FLI1.'\ should be given free Government train travel so they can 
access HIV/AIDS treatment centres. The (tovernment must design 
such a prugraiiinie to ensure tlie grealesl degree ol conlideiitiidity 
possible 10 those using it. 

E. The (lovernment must provide trained doctors and counsellors to 
administer the treatment programme in a non-discriminatory manner. 
These d(K-lors and counsel Km's must be given clear instructions on 
treating patients with care and dignity, and to respect their rights. 
They must alst) maintain conlidenliahly about the patient's HTV 
status. The (lOvernment must etYectivelv monitor doctors and 
counsellors to ensure these instructions are carried out. 

F. The Govemmenl must provide free ART along with the other 
requisites of HIV/AIDS treatment to accredited doctors in the non- 
prolit iuid private sector, as well as a reasonable tee tor their services 
in order to speed up antl widen access to care options lor PLHA 
needing ARV Ircatnienl The C]o\ ernment must monitor the doctors 
ti> ensure they give high quality care to patients and do uot charge 
the patients for the free drugs. 

G. The Government must widely publicise the availability of the 
Government's free treatment prognunme in radio, print, and 
television media. 

H. The Government must move quickly to access available international 
sources of funding for its ART programme. 

I. The Government must fammlate and implement a system wherein 
there is proper and timely monitoring and evaluation mechanisms to 
ensure that ARV treatment is given along NACO guidelines. 

J. All money directed towards the HIWAIDS treatment progranune 
must go before the Comptroller and Auilitor General (CAG) to 
ensure its proper liainiling and disbursement and transparency 
should be nianilained at every level of programme implementation. 



ir^ 
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A semi-anniial report diould be published by NACO detaflJng the 
progress of the ARV rollout (including but not limited to giving the 
names of active treaiiii^t cratres, how many people are receiving 

dnigs the ARV rollout progrniiiine's budget, w linl problems have 
arisen in the programme and how they are being dealt with, and the 
next steps of programme implementation). The PLHA community 
should be involved in each step of this process. 

K. The Oovemment must pass regulations to ensure new ARV drugs 
can be quickly and compulsory licensed to ensure affordable generic 
ARV medicines in the future. 

L. The Government cannot use its duty to treat PLHA as an excuse to 
under-t und other prevention efforts. 

The Petition and these directions came before the Supreme Court for 
hearing in August 2006, before Chief Justice Sabharwal. The Court 
asked Central Government to explain its position, and to explain why 
it had failed to meet its target of providing free ART for 1,00,000 HIV 
positive people by 2005. At the time of the hearing, it was estimated 
that of the S million affected persons^^ Hving in India, at least 5,00,000 
needed ARV treatment immediately, but only 32,000 were actuaUy 
receiving treatment 

Petitioner's Proposed Draft Directions 

The Second National Considtation on ARV trealiiicnt was thcrclore 
called, to discuss the demands of PLHA. 27 draft directions, draw ing on 
ihc^se previously submitted, were thoroughly discussed in this meeting 
(for further report of the outcomes ol this meeting, please sec beiowj. 
These draft directions were placed before llie Supreme Court: 

1 There should be universal ART treatment for all PLHA requiring 
ART by the end of 2007. Acccnding to NACO, there were about 5 
lakh posons reqiuring ART in 2003. Today only about 36,000 are 
said to receive ART. 

2 The ARV drugs should be distributed in every district hospital in 
India. 

3 Paediatric lornudations lor all H1V+ children requiring ART be 
made available by end 2U06. 10% of all PLHA are children. 



134 This figuie has since been revised 
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4 The Government must immediately train and/or hire doctors, nurses, 
commumty health workers, and counsellors on a large-scale national 
basis to provide a comprehensive AIDS treatment programme, 
which includes the administration of ARVs, in at least every district 
hospital in India. A system of referral must be put in place to larger 
hospitals to ensure proper management of more complicated cases. 

5 The Government must provide free ARV drugs along with other 
requisites of HIV/AIDS treatment to accredited doctors in die non- 
profit and private sector, as well as a reasonable fee for their services 
in order to speed up and widen access to care options for HIV positive 
persons needing ARV treatment Tlie Governnicnl must monitor the 
doctors to ensure they give liigli quality ciue to patients iuid do not 
charge PLIIA for free drugs. 

6 NACO must revise the lirst line regimen to include those drugs 
recommended by WHO, including, Abacavir, Teiiofovir and 
Emtricitabine. 

7 Tenofovu*, abacavir, emtricitabine, and didanosine should be made 
available for use as second-line drug replacements for patients 
who have failed their current zidovudine- or stavudine-based ART 
regunen. These drugs should also be made available for use in 
first-line ART regimens for patients who have adverse effects from 
zidovudine or stavudine, or for patients for whom zidovudine and 
stavudine are contraindicated in die first line regimen (e.g. due to 
baseline anaemia). 

8 Prc\ cii(ion of parent to child transmission (PPTCTj of HIV should 
be scaled up to the whole country. 

9 All healthcare workers must be provided wiUi a safe working 
environment, to include provision of protective gear, AF^ to be 
provided free in the case of needle pricks, mid special passes for tree 
and unrestricted movement in conflict situations. 

10 Adequate stocks should be maintained, particularly inremote regions, 
so there is no interruption in supplies under any circumstances. 
Realising that any intenmption in the supply of drugs may mean 
resistance, and ultimately death for the consumer, strict disciplinary 
action must be taken in cases of interruption in supply. 

11 Public Sector companies such as IDPL. RDPL, HAV, KAPL and 
BCPL be directed to begin man ulac luring of ARV drugs. 
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12 All taxes and duties on ARV drugs be immedialely removed. 

13 The Government should provide the protease inhibitors lopinavir/ 
ritonavir, indinavir, nelfinavir, and atazanavir. 

14 NACO must put in place and imj)lcnicnl ellective monitoring iUld 
evaluation mechanisms to ensure lhal ART is given along NACO 
guidelines. 

15 The Government must provide required testing for ART, and 
treatment of OIs, free of cost (including but not limited to CD4 count 
testing, complete blood count, hver function tests, kidney function 
tests (BUN and creadnine), a lyn^»hocyte count, and tuberculosis 
testing) in every district hospital by the end of 2007. 

16 NACO must build an enabling environnumt to oisure that people 
voluntarily come forward for counselling and testing on the basis 
of informed consent, without fear of stigma and discrimination or 
breach of confidentiality. The voluntary counselling and testing 
centres must recruit PLHA in preference to other person. 

17 The Go\'eninienl ot India nnist draw up guidelines that ha\ e doctors 
lhrought)Ut the public heallii system ask their patients if they would 
like to he tested for HIV. 11 patients decline the oiler of the test, the 
patient s w ishes should alw ays he respected. More routine testing 
tliroughoul the puhlic health system will ensure HIV is diagnosed 
e^u'lier, therehy slowing the spread of the disease and aiding in the 
early treatment of those who test positive. 

18 The Government must provide medicines needed to treat 
opportunistic infections, as well as medications (hat serve as 
primary and secondary prophylaxis for OIs, in every district 
hospital. Such treatment should include, but not be limited to those 
listed m Table 3 below: 

Tables 



HIV-associated illness 


Treatment (including prophylaxis) J 


Oropiiaiy lineal candidiasis 


Anti-fungal oral drops for oral 
involvement; fluconazole for 
esophageal involvement 


Pulmonary tuberculosis 


Isoniazid, rifarapicin, pyrazinamide, 
and ethambutol 


Extrapuhnonary tuberculosis 


Isoniazid, rifampicin, pyrazinamide, 
and ethambutol 
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Pneumocystis carinii 
pneumonia 


Cotrimoxazole double strength for 
treatment, primary prophylaxis, and 
seccmdaiy poptorUudft 1 


Cryptococcal meningitis 


Amphotericin B/flucytosine and 
fluconazole for trea tment of acute 
infection; fluconazole for secondary 

prophylaxis 


Herpes simplex/Herpes 

zoster 


Acyclovir for severe cases, as well as 

for meningitis 


Cryptosporidia! and Isospora 
belli diarrhea 


Cotrimoxazole and nisomde-O for 
treatment, cotrimoxazole for primary 
prophylaxis 


CNS toxoplasmosis 


Pyrimethamine/sulfadiazine for 
treatment, cotrimoxazole for primary 

prophylaxis 


Cytomegalovirus retinitis 


Intraocular ganciclovir injections; 
intravenous ganciclovir for refractory 

cases 


Tinea ( fungal) skin 
inteclions 


Approprialc anliluniial creams, and 
s\ steniic llucouazole or itraconazole as 
ictjuiied 


Rec uncut bacterial 
pneumonias 


Antibiotics with a])])i()pnate coverage 
of sjiecilic infections, including 

ceftriaxone 



19 The Government must ensure that HIV inpatient wards have 
appropriate precautions to prevent the spread of OIs amongst 
patients being treated in these wards Tliis is especially important 
in the context of tuberculosis, where studies have shown that iiiulti- 

dniy resistant :ind extreme drug resistant strains can spread easily 
among PLHA in inpatient wards. The Government nmsl therefore 
ensure appropriate precautions are in |)lace in these w ards, including 
proper ventilation of wards, availability of tuberculosis masks for 
patients and healthcare workers, and regular disintection t>l wards, 
to prevent patients from beiiiL: harmed. Cotrimoxazole prophylaxis 
has been proven to be a simple and cost-effective intervention that 
greatl) reduced the incidence of Pneumocystis carinii pneumonia, 
CNS toxoplasmosis, HIV-associated diarrhea, and other OIs. 

20 That all I II V+ persons he given free bus and train travel facilities along 
tlie lines ul the concessions available to people witli disabilities. 



TIT 



Copyrighted material 



[ T he Strugg e for Access to Treatment for HIV/AIDS in India 



2 1 Nutritional supplements should be given to PLHA who cannot afford 
proper nutrition. These supplements should be based on the latest 

medical standards and vary depending on factors such as the age of 
the HIV positive person, whether they are on ART, whether tliey are 
being treated for particular HIV-associated infections (which can 
Airtheir exacerbate malnutrition), if tliey are pregnant, or if they have 
anaemia The Antyoda Anna Yojana ("AAY") Card must be given 
to every tamily having a PLHA. 

22 The majority of PLHA earn about Rs. 2000/ per month. International 
Labour Organisation studies have shown that e^^mditure on 
medicines is highw than that on food. World Bank studies indicate 
that expoiditure on food was half that on medicines. 

23 That the Comptroller and Auditor General of India be requested to 
report on how the money is available in the country for HIV+ people 
has been used. Govomment of bidia receives grants from die World 
Bank, Global Health Fund, and other international donors. These 
funds are not being accessed properly and used. 

24 That the orders of the Supreme Court and the facilities available for 
HIV+ people be publicised widely on AIR and Doordarshan. 

25 The Government must pass regulations so new HIVVAIDS diaigs 
can be quickly iuid compulsory licensed to ensure allordable generic 
AIDS medicines in the future. 

26 The Government must ensure tighter regulation of tpiack doctors who 
claim to provide "cures" for HIV disease and often charge patients 
exorbitant prices for these therapies, while delaying patients' access 
to appropriate medical care for HIV. 

27 Accoidmg to the new March 2006 UNAIDS report (http://www. 

who .int/liiv/progreport2006_en.pdf) UNAIDS estimated there are 
7,85,000 ]>eople in India who require ART treatment as of August 
2005 so the 7,80,000 number currentiy cited is out of date. 

This submission sought iniporlaiii direction wilhregiu'd to ARV treatment 
and ancillary problems laced by F-'LHA. It required the (iovernnient 
to provide access to ART with at least one second-line option. ' fhe 



135 Drug combinations that incorporate protease inhibitors arc considered second-line 
drugs. These second-line drug combinations can be used it the virus develops a 
nesistance to first-line diugs. The Indian Goveniment cunently provides second-line 
ding tlienipy only to those hi need of it living near two pilot prognunme locations, 
one in Mumbai and one in Tamil Nadu 
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Government refuses to provide second-lme drugs when patients develop 
resistance to first line ART, thereby condemning them to die if they 
cannot afford second line treatment elsewhere. The second line drags 
sought in these directions are well-tested and effective. Developing 
countries such as Brazil and South Africa both provide second line 
theri^y to those who have developed resistance to first line dmgs. As 
NACO has commented, '7/i the event of treatment failure, a number of 
second line re qi mens have been found to be effective in prolonging the 
benefits ofARTr'^^ 

Further, a ccMiiprehcnsive national treatment programme must incliRio 
couiisellinL" and reunilar lollow -ups with iiiedital prolessionals to cdiK ate 
those iccci\ in^^ ;\RT aln)ul the risk they still pose in IranMinllin^^ the 
virus, despite their deereased viral load. Such measures ensure the rate 
of new infections of HIV will decrease. Hence, the directions sought 
counselling and testing in every district hospital. 

ARV drugs need to be taken with adequate nutrition for optimum 
effectiv^ess. The Go\ ernment was not providing information about 
nutrition, nor were they helping supplement the diets of those in need. 
The dircetions therefore sought PLHA be issued with Antyodaya Anna 
Yojana Cards. 

People who are receiving ART have to attend the district headquarters 
hospital to pick up their quota of ARV drugs for the month. This means 
losing one day's wages, as well as paying for the travel up and down 
and food. It may not seem like a lot of money, but if you are a daily 
wage labourer, it will be a huge expense. Hence, the dk^tions sought 
demanded that all PLHA be given free bus and train travel facilities 
along the lines of the concessions available to people with disabilities 
and other chronic illnesses. 

In February 2008. the case came up for hearing again before the Supreme 
Court of India. VHAP s counsel argued before the Supreme Court that 

136 http:/Mww.doh.gov.za/docs/factsheets/guidelijies/artgiiiddines04/secl.pdf "Section 
1: Antiretrovirat Treatment (ART) in Adults" details the South Afiican Govemment's 
provision of AZ T/ddi/I ,P\7r - 7ido\Tidinc Didtuiosine. I .opinavir/Ritonavir - which 
is a secotui-linc tlicrapv iliat includes a protease inhibitor to be used in case of 
resislaiice tu hrsl-liiie therapy oplioiis 

137 Note 9, supra 

138 Still, AAY cards are not yet distritrated to PLHA, although the Mimstiy of Health has 
on 26 August 2008 written to tlie Miiiistiy of Food & Plihlic Distribation reqnesting 
AAY cards be provided to all PLHA 
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the ARV roll out programme was imsuccessfhl in many states. For 
instance, in the State of Orissa, tfaeie was only one CD4 count machine 
for the entire State, and that machine had been dysfunctional for the 
last six months. After hearing counsel for the Petitioner, the Supreme 
Court directed the Oovonmait Counsel to hold a consultation with the 
Petitioner NOOs, and submit a report to the Court after one month. 

PetUioner^s Further Proposed Directions 

After a series of consultations with the counsel for tlie Government, 
NACO otdciais and other NGOs sucli as Common Cause, TNP+ and 
Lawyers' Collective, the Petitioner suhmilted further draft iiileriiu 
directions. The directions submitted were as follows: 

1 Unit)n of India shall establish a minimum of 173 functional ART 
centres by March end 2008. All category A & B districts shall be 
covered with ART centres established by that date. 

2 Thereshallbeonelinkcentteineveiy district by the ^d of 2006 and 
a minimnm of 677-link coitres in the country by the end of 2008. 

3 Every HFV + person will be provided with a free travel facility. 

4 Every HIV + person will be provided with au AA Y Card. 

5 Ooverament of India wiU ensure that opportunistic infection 
medicines, in accordance with the NACO lists, will be available free 
for all PLHA without any difficulty. 

6 Oovanment of Lidia will ensure that testing kits will be available 
wifliout any shortfall. 

7 (lovcrnmcnt of India and all the State (Jovcmmcnts shall ensure that 
in all Public Hospitals, PHCs, CHCs iuid the like, PEP ec|Uipnient 
and material shall he provided to all doctors, nurses and hospitals 
staff .so thai under no circumstances is a IM.IIA denied treatment on 
the ground that such equipment and material are not available. 

8 All doctors and nurses in the public and private sector are duected 
to immediately familiarise themselves with the NACO protocols and 
policies. An doctors, nurses and hospital staff, whether in die public or 
private sector shall treat PLHA m a professional and humane manner, 
Heating them always with dignity and care. No doctor or nurse shaU 
refuse to treataPLHAonaccount of his orher positive status. In treating 
a PLHA dme shall be no discrimination or stigma whatsoevo:. 
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9 Doctors in the private sector, in particular are directed to immediately 
familiarise themselves with NACO*s comprehensive protocols and 
policies with regard to care and treatment. Under no circumstances 
should they prescribe dnigs other than strictly in accordance with 
the regime prescribed by NACO. The Medical Council of India and 
the Consumer Court are to take a Strict view of private practitioners 
who take advantage of illiteracy and poverty to prescribe wrong or 
unnecessary regimes of drugs, or charge exorbitant amounts. 

10 ART centres will be maintained by the Central and State Governments 
in a clean and hygi^c manner, and shall provide clean drinking 
wato:, seating arrangement and clean toilet facilities to all PLHA. 

1 1 Government of India and State Governments shall stricdy abide by 
NACO's policies and guidelines regarding counselling. Counselling 
will be done in a meaningful manner, spending time on each 
individual PLHA in an atmosphoie that is private and confidential. 

12 Second line iieaiment shall be provided by Governmeiu of India to a 
mininiuiii of 3000 persons by the end of 2008. This facility should 
be available even to those receiving private ART today. 

13 The NACO helpline shall he operational immediately, including 
mobile phone laeilily, involving PLHA, NGOs and others in the 

provision of substantial information. 

14 In addition to 69 CD-4 count machines, 64 new machines will be 

operational by April 2008. N.A.CO will ensure that by the end of 
2008, facilities will be placed in all luik centres lo collect samples 
on a regular and convenient basis to be sent to CD-4 count machines 
for testing. 

15 All PLHA shall be provided with a job card and employment in 
accordance with the NREGA scheme. 

Government's Most Recent Proposed Directions 

On S August 2008 the Government of India submitted to the Indian 
Supreme Court a list of proposed commitments, which have been 
approved by the Supreme Coort These commitments make provisions 
for PLHA in India to receive treatment, economic and otha' support (as 
set out below>. 

1 .'\t present, 172 ART centres are linKiicnuil. .'\ll category A & B 
districts shall be covered in a phased maimer and ART centres shall 
be established in these districts. 
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2 A plan for link ART coitres has bem formulated and put into 
operation by NACO. NACO is directed to ensure that all districts 
which have a critical mass of patients on ART shall have a link ART 
centre. NACO shall «isure that 650 Link ART cities shall be made 
functional by 2010. 

3 Presently 139 CD4 machines are installed in the country to lake 
care of 172 centres, by way of a sample transport mechanism for 
centres without CD4 machines. The sample is transported by the lab 

technicitin who brings back the report also after testing at the nodal 
centre. NACO has also entered into a comprehensive maintenance 
contact with cITcci from May 2007 with an agency lor maintenance 

of the CD4 machines and stringent damage clauses have been 
inserted to ensure that re[)air and maintenance of these machines 
is done in a liinclx and efficient manner The facilities shall be 
extended by NAC?0 as more centres arc opciictl up and ihc sample 
transport mechanism will be further exp.uided. 

4 ART centres will be maintained by the Central <uid State Govenmients 
in a clean sad hygioiic manner and shall provide clean drinking 
water, seating arrangement and clean toilets facility to all PLHA. 

5 NACO and all State Governments are directed to immediately create 
a mechanism for redressal of grievances at ART centres. NACO 
shall post the names and contact details of its Regional Coordinators 
as well as the Nodal Office heading an ART Centre on its website 
and these will be made available to INP+ also. Further, a committee 
will be constituted in eveiy State, to be chaired by the Secretary, 
Health of the State Government/Medical Education and consisting 
of among oth^, refnesmtatives of PLHA networks; this committee 
shall meet every quarter and act as a grievance redressal mechanism. 
This mechanism will ensure that issues such as improper facilities, 
shortage of medicines, non-functioning of machines, delays etc are 
brought to the attention of the Nodal Officer, Regional Coordinator 
as well as NACO in a systematic manner for timely response. 

6 Second line treatment is in the pilot stage; howev^, this program 
shall be expanded by NACO to ensure access to all those who are 
technically eligible as per roll out plan. 

7 Union of India is directed to ensure that drngs for treatment of 
Opportunistic injections, hi accordiuice widi the NACO lists, will 
be available free lor all PLHAs witliout any difliculty. 

iTl 
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8 Union of India is directed to ensure diat testing kits shall be available 
without any shortfall. 

9 The NACO help line shall be made fully operational at the earliest. 

10 All patients travellmg to an ART centre for treatment shall be provided 
with tree transport on the day they are gomg to the nearest ART 
centre. The state Governments are directed to evolve a mechanism for 
the same and to report compliance widim a period of six weeks. 

11 Union of India and all die State Govemmmts shall ensure that 
in all Public Hospitals, FHCs CHCs and the like, PEP drugs and 

material shall be provided to all Doctors, nurses and hospitals staff 

so thai, under no circumstances, is a PLIIA denied trealnient on 
the ground lhat such equipmcnl ami nialcrial are not availalilc The 
State Governments shall ensure that all liealth workers are prov ided 
a safe working eiiviroument and lhat PEP will be easily accessible 
and available. 

12 All doctors and nurses in the public sector and the private sector 
are du'ected to unmediately familiarise themselves and comply 
with the protocols and policies as prepared by NACO. The Medical 
Council of India, Dental Council of India and the Nursing Council 
of India shall take st^s to disseminate the NACO protocols and 
policies on their respective websites as well as on die websites of the 
State Medical and Nursing Councils. Further the Medical Council 
of India as well as the Nursing Council of India shall ensure that 
these protocols are made part of the teaching curriculum/reading 
maienal al the disseminated to all Medical and Denial colleges as 
well as other institutions lor Iraining of nurses and otiier lieallh care 
professit)nals. The Medical Council oi India. Dental Council of India 
and the Nursint: Council of hidia are directed to hie a compliance 
report within six weeks. 

13 All Doctors, nurses and hospital staff, whether in the public sector or 
private sector shall treat PLHA in a professional and humane manner, 
treating them always with dignity and care. No doctor or nurse shall 
refuse to treat a PLHA on account of his/her positive status. In treating 
a PLHA, there shall be no discrimination or stigma whatsoever. 

14 Doctors in the private sector, in particular, are directed to immediately 
faiuiiiaiise themselves willi the NACO's comprehensive protocols 



Copyrighted material 



[ T he Strugg e for Access to Treatment for HIV/AIDS in India 

and policies with regard to care and treatment, which are available 
or NACO website. NACO approved ART regimen have proven to 
be cost effective, safe and PLHA have shown good response to these 
regimen. The private practitioners should use these cost effective 
regimen in the first instance and other regiments should be prescribed 
only in cases where these cannot be used for the reasons of toxicity/ 
failure etc. the Medical Council of India and the Consumer Courts 
are to take a strict view of private practitioners who take advantage of 
llic illilci ac \ and i)t>verty to prescribe wrong or unnecessary regimes 
ofdiiiijs or charge exorbitant amounts. Irrational prescriptions using 
w rong dosages/xMong coiubiiialioiis shtill be dealt with severely and 
appropriate action taken. 

15 The State Government shall strictly abide by NACO policies and 
guidelines regarding counselling. Counselling will be done in a 
meaningful manner, spending time on each individual PLHA in an 
atmosphere that provides privacy and confidentiality. 

16 Union of India/State GovcrnmcntN arc directed to ensure lliat every 
HIV+ person on ART shall be provided with an Anlodaya Anna 
Yojana Card. 

17 Union of India/State Governments are directed to ensure that 
all PLHAs shall be provided with a job card and en^loymmt in 
acccndance with the NRGEA scheme. 

18 A status report shall be filed by NACO, which is directed to act as a 

nodal agency on behalf of the (lovcrnnicnt ot India, before this ciunl 
every three months on the steps tiiken by tiie Cenlrid Government 
pursuant to these directions. 

19 All State Governments, Medical Council of India, Dental Council of 
India and Nursing Council of India shall file compliance reports as 
directed within six weeks. 

Having made these proposed commitments, and ihem having been the 
subject of a Supreme Court order, the Government said it would now 
consult furdier witli Governmental agencies, and prepare a Circular, 
detailing the implementation of these proposals. 

On 1 October 2008. the Supreme Court passcil an oiilcr dircciing all 
State Governments to comply with the orders conlanicd in an Otlice 
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Memorandum issued by die Ministry of Healdi and Family Welfare 
and NACO, calling for implementation of the 19 point proposal (a fiill 
copy of die order and rq)ort is available from the HRLN website). The 
Ministry of Health also submitted to the Supreme Court a series of letters 
it had written to the various other Ministries and bodies responsible for 
implemenialioii of ihc proposal, for example ihe Ministry of Food and 
Public Distribution, the Ministry of Road Transport antl Higlnvays and 
the Railway Board. NACO has been ordered to submit a status report 
lo liie Supreme Court within four months of the date of the order, and 
further updates will be published by HRLN and VHAP. 

Critique 

Whilst the 19-poijit proposal made by the Government is an important 
step, what was starkly lacking was commitments in relation to second 

line treatment, and tlie VllAP proposed to take this up in the next round 
of litigation. This was a very disappointing develo])ment. VHAP and 
HRLN also had reservaliDns in rehition to the number ol ART centres 
and CD4 count machines - which again the VHAP planned to tal^e up in 
the next round of Utigation. 

Table 4 below contains the critique ol ihe 19-p(Mnt Government 
proposal prepared following a large National Consultation with 
positive groups from across the country. The column on the right 
represents the suggested amendments proposed by the VHAP and the 
positive network rqnesratatives and highlights the deficiencies in the 
Goverimient's proposal. 

Table 4 



Point 1 




Atprtstnt 172 ART centres 
are functional. All category A 
& B disUicts shall be covered 
in a phased manner and ART 
centres shall be estabUshed in 
these districts. 


At present, 172 ART centres are 
liitictional. .Ml districts will liax e an 
ART cenUe in lliem and medical college 
facilities shall be maintained. Category 
A & B distdcts ( wbich shall include any 
district ever classified as A or B) shall be 
covered first m a phased manner. 





1^ 
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BBBMProposal ^^^^^^^L 


Suggested Amendment ^^^^^^^^^B 


Point 2 


A plan for link ART centres has 
been formulated and put into 
ojHiration by NACO. NACO is 
directed to ensure tliat all districts 
wbich bAve a cdlical mass of 
patients on ART shall liave a fink 
ART cenU^. NACO shall ensure 
that 650 Link ART centres siiall 
be made functional by 2010. 


A pliui for link ART centres has been 
formulated and put iiiti) operation hy 
NACO. NACO is directed to ensure tliat 
all districts wliich have a critical mass of 
patients on ART shall have a link ART 
centre. NACO shall ensure diat 650 Link 
ART centres shall be made functional 
by 2010. 


Point 3 1 


Presently, 139 CD4 machines 

are installed in the country 
to take care ol 172 centres 
by way of a sample transport 
mechanism for centies vvitlioiU 
CD4 machines. The sample is 
transported by lab technician 
who brings back the report also 
after testing at tlio Nod.il Centre. 
NACO has also entered into a 
comprehensive maintenance 
contract with effect fiom 
May 2007 wiHi an agency 
for maintenance of the CD4 
machines iind stringent damage 
clauses have been inserted 
to ensure that repair and 
maintenance of these machines 
is done in a timely and efficient 
manner. The facilities shall be 
extended by NACO as more 
centres are opened up and the 
sample transport mechanism 
will be further expanded. 


Presently, 139 CD4 machines are 
installed in the country to take care 
of 172 centres, by way of a sample 
transport mechanism for centres 
witliout CD4 machines. The sample is 
transported by lab technidan who brings 
back the report also after testing at tiie 
Nodal Centre. NACO has also entered 
'm\o a comprehensive maintenance 
conliact witli effect from May 2007 witli 
an agency for maintenance of the CD4 
machuies and stringent damage clauses 
have been mserted to ensure that repak 
and maintenance of these machines is 
done in a timelv and efficient manner. 
All ART centres will have a CD4 count 
machine. Every link ART centre will 
have collection facilities for CD4 count 
samples. Whoever there is a CD4 count 
machine or collection facihty. kits and 
reagents shaB. be £reely available without 
any shortfall. 


Point 4 


AR 1 centres w ill be maintained 
by the Centralised State 
Governments in a clean and 
hygienic manner and shall 
px)vide clean drinking water, 
seating arrangement and clean 
toilet facility to all PLHA 


ART cenlies will be rnaintained by 
the Centralised Slate Governments in 
a clean and hygienic manner and shall 
provide clean drinking water, seating 
ai 1 angement and clean toilet facility to 
aUPLHA 
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Suggested Amendment 



Point 5 



NACO and all State 
Governments are directed 
to immediately create a 
mechanism for redressal of 
grievances at ART centres. 
NACO shall post the names and 
contact details of its Regicmal 
Coordinators as well as Ifae 
Nodal Officers heading an 
ART Centre on its website and 
these win be made available to 
INP-f also. Further, a committee 
will be consdtated in every 
State to be chaired by the 
Secretary, Health of the State 
Government/Medical Education 
and oonsistmg of among others, 
representatives of PLHA 
netwodcs; this Committee shall 
meet tvtry quarter and act as a 
grievance redressal mechanism. 
This mechanism will ensure 
that issues such as improper 
facilities, shortage of medicines, 
non-functioning of machmes, 
delays etc are brought to the 
attention of die Nodal Officer, 
Regional Coordinator as well as 
NACO in a systematic manner 
for timely response. 



NACO and all State Governments 
are directed to immediately create a 
mechanism for redressal of grievances 
at ART centres. NACO shall post 
the names and contact details of its 
Regional Coordinators as well as the 
Nodal Officers heading an ART Centre 
on its website and these will be made 
available to INP+ also. 

A mechanism will be set up as follows: 

• Accoiintahility: District Aids 
Prevention and Control Units < DAPCU) 
shall be accountable at district levels; a 
cotnmittee accountable at a state level 
will be constitiitetl in everv State to be 
chaired by the Secretary, lleallh of the 
State Government/Medical Education 
and consisting ot amony others, 
representatives oi f LHA networks. 

• Monitoring: A commissioner shall be 
appointed by the court at a national level, 
and the court-appointed commissioner 
shall appoint state-level staff responsible 
for monitoring implementation.. 

TTie state-level Comtnittee shall meet 
every quarter and also act as a iirievance 
redressal inLclKiiii>m. I liis mechanism 
will ensure thai issues such as improper 
facilities, shortage of medicines, non- 
functioning of machines, delays etc are 
brought to the alleniion ol the Nodal 
Oflicer. Regional Coordinator as well as 
NACO in a systematic maimer lor timely 
^esgon^^^^^^^^^^^^^^^^^^ 



i 
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Suggested Amendment ^^^^^^^^^B 


Point 6 


Second line treatment is in 
tile ])il()l stajie liovvever, this 
pix)t;rani shall be expantled 
by NACO lo ensure acccs-, lo 
all ihose who are technically 
eligible as per roll out plan. 


There hiis been a pilot programme for 
second line treatment. NACO will 
publish a repoii on the second line 
treatment pilot piogianime, which shall 
include such information as the reasons 
for canyuig out die pilot progiaiiimc, the 
number of people treated under the pilot 
programme and the results. 

Union of India is diiected to ensure that 
second line treatment is available to all 
diose who need it by die «ad of diis year, 
free of cost and without any shortfall. 

Viral load and resistance testing should 
be available in eveiy state.Union of India 
and State Governments are directed 
to ensure that there is no shortage of 
doctors trained to administer second line 
treatment regimens. 


Point 7 


Union of India is directed to 
ensure that drugs for treatment 
of Opportiinistic Infections, 
in accordance witli the NACO 
Usts. will be available free 
f or all PLHAs without any 
diiliculty. 


Union of India is directed to ensure lliat 

drugs for treatment of Opportunistic 
Infections, in accordance with the 
NACO hsts, will be available free for 
all PLHAs without any difiiculty in the 
same places at which ARV treatment is 
available. 

In particular. Union of bidia is directed 
to ensure that antibiotics shall he 
available free of cost at all ART centies. 


Point 8 


Union of India is directed to 
ensure that tesliiiii kits shall be 
available widioui any shorllall. 


Union ol India is directed to ensure 
that high tjualily tcstinj: kits shall be 
available wiilioul any shorllall. 


Point 9 


Tlie NACO helpline shall be 
made fully operational at the 


The NACO helpUne shall be made fiilly 
operational at the earliest 
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Point 10 



All patients travelling to an 
ART centre for trealmeiit shall 
be provided with free transport 
on the day they are going to 
the nearest ART centre. The 
State Governments are directed 
to evolve a mechanism for the 
same and to report compliance 
within a period of six weeks. 



All PLHA travelling to a healthcare 
centre for any testing, diagnostic or 
treatment purposes shall be provided 
widi free transport, together with one 
attendant and any minor children. For 
HIV positive pregnant women, this shall 
include travel to access any pre-natal 
healthcare services. Transport shall be by 
any of bus, train, water^based services or 
ambulance facilities, and may be local 
or interstate. The State Governments are 
directed to evolve a mechanism for the 
same and to iq>oit compliance within a 
period of six weeks. 



Point 1 1 



Union ol India and all the State 
Governinents shall ensure 
that ill all Public Hospitals, 
PHCs. CHCs and the hke. 
PI;P dtiii'S and niaterial shall 
be pro\ ick'd to all l)i)ctors, 
nurses and hospitals statT so 
that, under no circumstances is 
a PLHA denied treatment on 
tJie ground that such e(|ui])meiit 
and material are not available. 
The State Go\ crnmenls shall 
ensure that all healtli workers 
are provided a safe workin *! 
environment and that Pl-I' 
w ill be easily accessible and 
available. 



Union ol India and all the State 
Governinents shall ensure that in all 
healthcare scltinss. Universal Precaution 
kits and materials and PEP diiigs 
and materials shall be provided to all 
Doctors, nurses and hospital statTso 
th;»t. under no circumstances is a PLHA 
denied treatment on the i!iound that such 
equipment and material are not available. 
The State Governments shall ensure 
that all health workers are provided a 
safe working environinenl and that PEP 
will be easily accessible and available. 
Under no circumstances will tlie patient 
be charged for or made to provide 
the Universal Precaution or P£P kits, 
medicuies or materials. 
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NyVCO Pi oDosal ^^^^^H 


i^Hfiested Amendment J 


Point 12 


All Doctors and nurses in the 
public sector and private sector 
are directed to immediately 
familiarise themselves and 
comply with the protocols and 
pofides as prepared by NACO. 
The Medical CouncU of India, 
Dental Council of India and 
the Nursing Council of India 
shall take steps to disseminate 
the NACO protocols and 
policies on then* respective 
websites as well as on the 
websites of die Slate Medical 
and Nursing Councils. Further, 
the Medical Council of India 
shall ensure that these protocols 
are made part of the teaching 
curriculum/reading material 
at and disseminated to all 
Medical and Dental collenes 
as well as other inslitnlions for 
training of nurses and other 
health care professionals. The 
Medical Council of India, 
Dental Council of India and the 
Nursing Council of India are 
directed to file a compliance 
report within six weeks. 


All Doctors and nurses in the public 
sector and private sector are directed to 
immediately familiarise themselves and 
compty with the protocols and policies 
as iHepared by NACO. The Medical 
Council of India, Dental Council of India 
and the Nursing Council of India shall 
take steps to disseminate the NACO 
protocols and policies on their respective 
websites as well as on die websites of 
the State Medical and Nursing Councils. 
Further, the Medical Council of India 
shall ensure that these protocols are 
made part of the teaching curriculum/ 
reading material at and disseminated to 
all Medical and Dental coUeges as well 
as other institutions for training of nurses 
and other health care professionals. 
The Medical Council of India, Dental 
Council of India and the Nursing 
Council of India are divected to file a 
con^fiance report widun six weeks. 
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^^BS^sted Aniendment^^^^^^^^^B 


Point 13 


All Doctors, nurses and hospital 
staff, whether in the piibUc 
sector or privalc sector shall 
treat PLUA in a prorossuiiial 
aiiU humane manner. Healing 
them always with dignity 
and care. No Doctor or nurse 
shall refuse to treat a PLHA 
on account of his/her positive 
status. In treating a PLHA, there 
shall be no discrimination or 
stigma whatsoever. 


All Doctors, nurses and hospital staff, 
v\ liether in tlie pubUc sector or private 
sector shall treat PLIIA promptly and 
prolessionallv and in a hiiniane manner, 
treating tlieiu always v\ iih dignity and 
care. No healthcare provider shall refuse 
to treat a PLHA on account of his/her 
positive status. In treating a PLHA, there 
shall be no discrimination or stigma 
whatsoever. 

Any healthcare provider in breach of this 
direction shall have disciplinary action 
taken against him or her. 

Union of India and State Governments 
are directed to ensure that facilities 
are available in all district hospitals 
for positive women to give birth by 
Caesarean section. No woman shall be 
refused a Caesarean section delivery on 
the basis of her positive status. 

Ever)' healthcare provider sha!! Ln>ure 
that the confidentiality of his or her 
patient is protected. 

Allhealdicare providers shall, within 

a year of these directions, undergo 
trainimi on the treatment ol IM 11 A in 
accordance with NACO guidehnes and 
protocols. Positive networks and PLHA 
shall have meaningful involvement in 
the preparation and execution of these 
training sessions. 
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Point 14 



Doctois in the private sector, 
in particular, are directed 
to immediately familiarise 
themselves with Ihe NACO's 
compretiensive protocols and 
policies widi regard to caie and 
treatment, which are available 
on NACO website. NACO 
approved ART regimen have 
proven to be cost effective, safe 
and PLHA have shown good 
response to these regimen. 
The private practitioners 
should use these cost effective 
regimen in the first instance 
and other regiments should 
be prescribed only in cases 
where these cannot be used for 
the reasons of toxicity/failure 
etc. The Medical Council of 
India and the Consumer Courts 
are lo take a strict view of 
private practitioners who take 
advantage of the illiteracy and 
poverty to prescribe wrong or 
unnecessary regimens or drugs 
or charge exorbitant amounts. 
Irrational prescriptions 
using wrong dosages/wrong 
combinations shall be dealt witli 
severely and appropriate action 
taken. 



Doctors in the private sector, in 
particular, are directed to immediately 
familiaiise dmnselves with die NACO's 
comprehensive protocols and policies 
with regard to care and treatment, whidi 
are available on NACO website. NACO 
approved ART regimen have provm to 
be cost effective, safe and PLHA have 
shown good response to diese regimen. 
The private practitioners should use 
these cost effective regimen in the first 
instance and other regiments should 
be presoibed only in cases where 
these cannot be used for the reasons of 
toxicity/failure etc. 

The Medical Council ot India and the 
Consumer Courts are lo lake a strict 
view ol piivate practitioners v lio lake 
advantage of the illiteracy atul poverty 
to piesciibe wrong or umiecessary 
regimens or drugs or charge exorbitant 
amounts. Irrational prescriptions using 
w'rong dosaiies/wron;:: ccunbinations 
shall be dealt w ith se\ ciely and 
appropriate action taken. 

The Union of India shall ensure dut all 
unqualified quacks and bogus doctors 
shall be stopped from providing any 
treatment immediately. 

The Union of India is also directed to 
ensure advertisements for fdce cures for 
HIV/AIDS are immediately stopped. 
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^^Bgested Amendment ^^^^^^^^^ 


Point 15 


The State Governments shall 
sUictly abide by NACO policies 
and guidelines regarding 
counselliiii!. Coiinsellin!! 
will be done in a ineaiiiii^lul 
manner, spending time on 
each individual PLHA in an 
atmosphere that provides 
pdvacy and confidentialily. 


The State Governments shall strictly 
abide by NACO policies and piiidelines 
regarding counselling ( iuiii>clling 
will be done in a nieaiiinglul maimer, 
spending lime on each individual PLHA 
in an atmosphere that provides privacy 
and confidenfiafity. 

In particular. State Governments shall 
ensure the foUowing numbers of PLHA 
counselkns are maintained at ART 
centres: 

• 1-500 people receiving treatment: 1 
PLHA counsellor; 

• 50 1 - 1 ,(){)() people receiving 
treatment: 2 PLHA counsellors; 

• 1 ,00 1 - 1 ,500 people receivuig 
treatment: 3 PLHA counsellors etc. 

PLHA counsellors wiU receive a salary 
on par widi diat of other counsellors. 


Pomt 16 


Union of India/State 
Governments are directed to 
ensure that every HIV+ person 
on ART shall be provided widi 
an Antodaya Anna Yojana 
Card. 


Union of Lidia/State Govenunente are 
directed to ensure that every HIV+ 
person shall be ^vided with an 
Antodaya Anna Yojana Card. 


Point 17 


Union of India/State 
Governments are directed to 
ensure that all PLHAs shall be 
provided with a job card and 

employment in accordance widi 

the NREGA scheme. 


Union of hidia/State Oovemmcnte 
are directed to ensure that all PLHAs 
shall be provided with a job card and 
anployment in accordance widi die 
NREGA scheme. 

^ 
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Suggested Amendment J 


Point 18 


A status report shall be tiled by 
NACO. wliich is directed to act 
as a nodal agency on behalf ot 
the Government of India, before 
this Court every three months 
on die steps tak^ by the 
Central Government pursuant to 
these directions. 


A status report shall be filed by NACO, 
which is directed to act as a nodal 
agency on behalf of the Gox crnment 
of India, before this Couy\ e\ ery three 
niondis oil tlie steps taken by die Ceiitial 
Government pursuant to these directions. 


Point 19 


All State Governments, Medical 
Council of India, Dental 
Council of India and Nursing 
Council of India shall file 
compliance reports as directed, 
within six wedks. 


All State Governments, Medical Council 
of India, Dental Council of India and 
Nursing Council of India shall hie 
compliance reports as directed, wifhin 
six weeks. 



Love Lile Society v Union ol India &. Ors ^® 

This case called for more CD4 machines to be made available in Delhi, 
and was filed in the Delhi High Court on behalf of a Positive Network 
in Delhi in 2006. The pleadings in the case argued that not providing 
adequate CD4 machines for testing PLHA is tantamount to deriving 
them of their fundamental right to Ufe, enshrined in Article 21 of the 
Mdian Constitution. Availability of adequate CD4 machines ensures anti- 
retroviral treatment can be administered to PLHA effectively, allowing 
for anormal, healthy and dignified life. The significance of the availability 
of CD4 machines is highli^ted by the universal acknowledgement that 
prevention, care, support and treatment are mutually reinforcing elements 
of an effective response and have to be integrated in a comprehensive 
and effective approach to combat the existing HIV/AIDS epidemic. 

Why are CD4 Machines Important? 

HIV targets CD4 cells, a type of white blood cell that helps organise and 
coordinate the hcnly's imniiinc respcmsc to infections hy signalling to 
immune cells to perform llieir unique lunciious. A person who has AIDS 



139 High Cooit of Ddhi. WP(C) Na 8700 of 2006 
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dies of the infections contracted as a result of the weakened immune 
system, not of the virus itself. PLHA are susceptible to e.g. pneumonia, 
dianhoea, tumours and odier illnesses that might pose a much lower 
threat to sero-negative individuals. A useful measure of progression of 
HIV in a person's body is the number of CD4 cells per unit of blood. 
AIDS can also be defined immunologically by a CD4 count of fewer 
than 200 cells/mm3 or a CD4 count higher than 200 cells/mm3 if the 
person is symptomatic i.e. also has certain other infections. 

CD4 machines provide ihe basis tor the eligibility of undergoing anii- 
reiroviral therapy. To put it more plainly, if a PLHA cannot determine 
wliat his or her CD4 count is, he or she cannot determine whether ARV 
treatment is required, therefore expt)sing himself or herself to a great 
health risk. The CD4 lest is done using the CD4 machine. ^'^^ For those 
with a CD4 cmuit of more than 500. tests need to he conducted every 6 
to 12 months. At CD4 counts between 350 and 500, tests are performed 
every 3 to 6 months and v\ ht;n the count falls lurlher. monthly or three- 
monthly tests are conducted to assess the progress of the disease and the 
effectiveness of the medicines. 

Why was this case important? 

At the time of tiling tlie PIL, the avaihibility c^f CD4 machines in Delhi was 
abysmally po(^r. Out of the six Government hospitals with anli-relro\ iral 
therapy facilities at their disposal, oiil\ ihiee had CD4 machines Whilst 
Lok Nayiik Jai Prakash ("LN.IP 'j Hospital iuid the Dr. Ram Miuioluu- 
Loliia Hospital pnn ided the test free of cost. A 1,1 M S was charging 
Rs. 800 per test. Furthermore while there existed a CD4 machine at 
the Safdarjung Flospital (costing Rs. 500 per test), this machine was 
dysfunctional mosi of ihc time. As there w as only tine CD4 machine in 
each of these hospitals, it is estimated that only 12-13 people w ere being 
tested i)er day. This led to a w aiting list of 3-4 months, during which time 
the i^crson seeking the test had no w ay to measure his/her CD4 count. 
People w ere dying as a result. It is not just people from Delhi seeking 
tests - people from Bihar. Uttar Pradesh and llaryana come to Dellii lor 
tests, due to the poor testing facilities available in these states. 

The petitioner prayed for the issuance of a Writ, Order or Direction 
directing die respondents to provide at least two CD4 machines in 

140 This machine is a mnlti-fancUonal diagix tic system wliicli is primarily used to 
count CD4 cdls in PLHA, but it can also be used to detect leukaemia 
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each of the six hospitals having anti-retroviral therapy available. The 
petition also called on the Government to set up a committee to monitor 
CD4 machines, consisting of two positive persons from the Positive 
Network groups and Government representatives. The petitioner called 
on the Government to provide the CD4 test free of charge for PLHA 
and to create infrastructure in these public health institutions, including 
qualified and sensitive doctors and paramedics to handle the machines in 
a proper manner. In addition . the petitioner sought that the (lovernment 
be directed to make it niiuidatory to carry out a CD4 test immediately 
after a I II V diLignoslic test and, at the very least, to carry out such testing 
every three months tor each positive person. 

In November 2007, the High Court passed an order stating that treatment 
and testing services should be available to PLHA without delay or 
discrimmation, and that the petitioner organisation, Love Life Society 
could carry the court orders to Hospitals in cases of denial of treatment 

A similar petition v^as liled in several States in India including Manipur, 
fiihar and West Bengal. 

Mr. Wahengbam Joykumar v Union of India 
& Ors (Gauhati High Court, No. 7 of 2005) 

This petition, hefore the Gauhati High Court, sought the provision of 
anliretroviral drugs lo people living \\ ith HIVVAIDS in Manipur under 
the Free Antirelroviral Trcalnient Programme' established bv NACO as 
a resuh of the VIIAP case. The Petitioner is the Programme Executive 
of Hummi Rights Alert, a registered hunicui rights orgiuiisation based in 
Manipur which, amongst other endeavours, strives for legal redressal 
measures to impact upon human rights issues in Manipur, including 
those affectmg PLHA. 

In Manipur itself, the pre\alence of HlV/AlDS infection amongst 
injecting drug users has declined significantly in the last five years. 
However, according to the Manipur State AIDS Control Society, the 
prevalence among the general population is increasing. Whilst the 
level of HIV/AIDS infection among drug users in 1997 was recorded at 
80.79^ , the level at the time of the petition was held to be 42'"^ . However, 
over the same period, the rate of infection among tlie general population 

141 "Potential Impact of HIV among IDUs on heterosexual transmission in Asian 
settings : scenarios from the Asian Epidemic Moder. Intetnational Jonmal of Dnig 
Policy, Volume 14, Issue 1, Pages 63-74, T Saidal 
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was foimd to have risen £rom 1.97% to 2.80%. These trends were put 
down to (i) a decrease in the number of injecting drug users; and (ii) an 
increase in the number of cases of sexual transmission. 

In an allempl to inipaci upon ihe effect of the disease, the Naiu>nal 
AIDS Ci)iitri)l Ortianisalioii iniiialccl ihc I ice Anliicdox iial 1 le.Umtiil 
Prograinme" . This PiOL^ianune was launthcd in Manijiui on 5 April 
2004. The progrannne was connnenced at the Regional Institute of 
Medical Sciences Hospital, where the ART Unit was meant to provide 
free drugs lo 300 people. However, the inahilily of this unit to meet the 
needs ot" PLIIA in Manipur. meant that on I December 2004. a second 
ART Unit was lormed at the Jawaliarlal Nehru Hos])ital, Poronipal, wilh 
the intention ol providing free ARV drugs lo a iurliier 200 persons. 

Upon reading a report in the Sangai Express (English Edition) of 24 April 
2005 ^titled ''ART drugs ceased at centers", the Petitioner travelled 
to the ART Unit of the RIMS Hospital during office hours on die two 
following days, only to discov^ that it rranained closed on both days. 
Staff at die RIMS Hospital informed die Petitioner diat the ARV Unit had 
been closed for many of the preceding days. Upon attempting to contact 
officials within the ART Unit at JN Hospital Poiompat on 26 April 2005 
during office hours, the petitioner found that Unit to be closed as well. 
Finally, on 28 April 2005, the Petitioner met with an official from the 
JN Hospital, Poronq»at. The Petitioner was informed diat prior to the 
opening of the Unit, bulk provision of antiretroviral drugs was received 
from NACO through die Manipur State AIDS Control Society but diat 
this stock was not rq>laushed when it ran out. By February 2005, the 
ARV Unit did not have any of die antiretroviral drug Nevirapine in stock 
and, at the time of the petition, only two kinds of antiretroviral drugs 
were available from die Unit. 

Given the inahility of the Unit lo provide PLHA wilh a complete 
regimen of antiretroviral dnigs, it was necessary tor PLHA to actpiire 
the remaniing drugs rrt)ni the market, bearing tlie huge liuiuicial cost 
themselves. Allowing for the lact that ii complete regimen ot the 
necessary antiretroviral drugs is composed of at least three different 
drugs, the Petitioner leariu that the purchase of the necessary set of 
drugs at market prices cost between Rs. 940 to Rs. 2700 per month. 
Even when functioning fully, the capacity of the two Units was capped 
at 500, leaving hundreds of PLHA unable to afford the purchase of the 
necessary drugs on the waiting lists for these two Units. 
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Adherrace to ARV therapy is critical to avoiding and/or delaying drag 
resistance. Gaps in supply of ARV drugs are therefore devastating for 
the health of those receiving treatment. The Petitioner approached the 
Court to enforce the right to medical treatment of PLHA, under the ambit 
of Article 21 of the Constitution of India. 

The petition theretore calleil on the High Court to issue a writ directing 
the Resi)ontlents to provide the neeessiu-y aiitirelro\ iral drugs through 
the ART Units at the RIMS Hospital and the J.N. Hospital at the earliest 
possible opportunity. The Court \\ as also asked to issue an appropriiile 
direction to the Respondents to mcrease the capacity of the two ART 
Units m order to meet the needs of PLHA in Manipur. The High Court 
passed an order directing the Government to provide CD4 machines 
in more districts. The Order is available from the HRLN website. As a 
result of the issues set forth in the petition, much progress has been made 
in Manipur for the benefit of PLHA. Funds have been set aside to pay for 
medicid treatment for people who cannot afford it. New equipment iuid 
machines have been procured iuid taken to previously underserved areas. 
Much more work needs to be done, but these are positive steps. 

Delhi Network of Positive People & Love Life 
Society v Union of India & Ors (High Court of 
Delhi, No. 2885 of 2007) 

A further Public Interest Litigation was filed in the Delhi High Court in 
2007, demanding a 75% railway concession for HIV positive people in 
Delhi and the rest of the country. 

The petition sought a writ directing liie GoverniiKni lo inchide PLHA m 
the category ol chronically ill persons" lor railway travel concessions 
purposes. The petilioners sought no more than the implementation of 
Article 14 of the C'onsiiiuiion, stopping the denial to any person of 
equality hch)re the law or the equal protection ol the law within the 
territory of India. The Supreme Court has held in a plethora of judgments 
that every i)er.^on in the country. v\'ithiu the right to life under iuticle 
21. has a right to health. Therefore, the (iovernment is constitutionally 
obliged to ensure the same to all the persons residing in the country, 
including positive persons, who cannot be deprived ol access to travel 
and medication in order to treat their condition. 
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To ensure adherence to ARV drugs and prevent, or at the very least delay, 
drug resistance, the ARV drugs need to be taken every single day. PLHA 
requiring treatment must therefore travel every mondi to receive their 
supply. Whilst these drugs are provided free of cost by the Gov^nment 
in die ART cmtres of each state, there were a maTimnm of two ART 
centres dispensing ARV drugs in states even as large as Rajasthan and 
Madhya Pradesh. Even dien, the drugs are not always available at these 
centres and then there often exists a shortage of supply or an interruption 
in supply in certain areas. This forces PLHA to travel to neighbouring 
states for life-saving dosages of ARV drugs. 

While NACO has highhghted thai the majority oi' PLHA in hulia are 
from rural meas (577c in 2005)^''^ most of the time rural people cannot 
travel to the districts where the ARV dmgs are dispensed as the travel 
costs are too liigh. Once they have registered at a particular ART centre, 
PLHA face problems ui obtaming treatment from other ART centres. 
As a tremendous number of positive people belong to the poor and 
under-privileged strata of society, travel costs are of critical significance. 
Thousands of HIV positive people faced with the high travel costs to and 
from the ART centres arc (^ften forced to forgo treatment in order to feed 
themselves and their families. 

Given that most of the ART centres are located in the capital and 
metropolitan cities, most of the PLHA have to travel to the nearby 
cities. As mentioned above. Delhi is the con\ eii^ini: pvwu tor people 
from neighbouring are^is- and positive people from Bihar, Ullar Pradesh 
and llaryana come to Delhi for their ircatment. This petition therefore 
sought a 759( travel concession for those travelling to receive ueatment, 
lugellier with one attendant. 

Indian Railways provide a discount of 75% on the cost of tickets 
bought by those suffering from **chronic and incurable'* diseases. This 
concession is extended to those suffering from the likes of tuberculosis, 
thalassemia, leprosy and cancer. People travelling for surgery are also 
given similar concessions. Heart patients alone or with escort (for both) 
are given a 75% concession. Kidney patients travelling for transplant 
dialysis are also given a 75% concession. Further, the railways have 
been providing concessions to unenq^loyed youths, farmers and widows 
of defence personnel. Such concessions were announced in the Railway 
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Budgets for 2003-04, 2004-05 and 2005-06 respectively. In iravellmg 
to Delhi from states such as Bihar, Haiyana, Uttar Pradesh, Rajasthan 
and Maharashtra, positive people have lo incur a miniinnm cost of Rs. 
1000 each time diey seek treatmirait. The petitioner therefore sou^t the 
extension of the 75% concession offered to those suffering from illnesses 
such as tuberculosis, cancer and leprosy, to PLHA. 

The Delhi State AIDS ("ontrol Society has recognised the need for a 
travel concession for PLHA travelling to Delhi or even to areas outside 
ol Delhi lor Ireatnienl. However, the response of the Railway Ministry 
to a request for such a concession has been that substantial revenue is 
being lost on account of the reductions that are granted to the various 
categt)ries of persons and, with the tinancial constraints on tlie Railvx ays 
in mind, a concession to the positive comnuinity is being denied. This 
approach is unhelpful at a lime when inability lo purchase travel every 
month to the medical centres translates into many deaths. 

It was prayed that the Court pass an appropriate writ, order or direction 

directing the Government to introduce a scheme for the provision of 
a 75% concession to all the people livuig with HIV/AIDS requiring 
antireiro viral treaimeni and trealmeni for opportunistic infections. 

The Hon'ble High Court ordered a meeting between Ministry of Health 
and (he Railway Ministry to consider the issues and on 11 October 
2007, Mr. Lallu Prasad Yadav, Ministry of Railway, announced 50% 
concession for PLHAs in the 2008 budget session. 

Since then, NACO has announced, in its 19-poinl proposal in the \ HAP 
case, that free Uravel should be available for all PLHA travelling to obtain 
treatment. 



Copyrighted matBrial 



CHAPTER 



The True Condition of the 
National ART Programme 

in India 



The Voluntary Heiilth Association cil Punjab and the Human Rights 
Law Network ha\ e organised five National Consultations on Access 
to Tieatment in India. These consultations have been attended by 
representatives from many HIV Positive Networks from across the 
country, and other stakdiolders. The principal objective of these 
consultations was to have a detailed dialogue with members of the 
positive networks on access to ARV, OI treatment, the number of ART 
Centres, CD4 machines, PPCTC, VCTC, etc and gauge the nature of 
problems faced at a state and district level. 

At each of the National Consultations, representatives from \Uc positive 
networks have been invited to provide an up to date snapshot of the 
treatment situation in their state or district. To show the slow progress 
which has acUially been made on the ground, despite the many promises 
made by the Govenmient, the reports from each of the National 
Consultations are set out below. The information set out below is that 
information gathered from the positive network representatives 
and whilst efforts have been made to ensure the information is as 
accurate as possible, no Independent fact finding or investigation has 
been carried out by HRLN. 

First National Consultation 

The hrst National Consultation was held in Chandigarii in September 
2005. Table 5 demonstrates the situation of the nalional AR 1 programme 
in India in the year 2004-2005, as reported by tlie representatives of the 
positive networks. 
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Tables 





No. of 
Districls 


No. of ART 
centres 


No. of CD4 
machines, j 


Andtira Piadesti 


23 


2 


1 


Mahiirashlra 


35 


1 


1 


Tamil Nadu 


30 


4 


2 


Uttar Pradesh 


70 


2 


1 


Kamataka 


29 


3 


1 


RajasAan 


32 


1 


1 


Orissa 


30 


NIL 


NIL 


Himachal Pradesh 


12 


NIL 


NIL 


Kerala 


14 


5 


1 


Manipur 


9 


2 





The above-mentioned lecords were documented 17 months after the 
implementation of the national ARV roll out programme. Further 
infonnation was provided on a state-wise basis by die delegates at the 
National Consultation. 



Andhra Pradesh 

■ The total number of people in Andhra Pradesh estimated to be living 
widi mV/AIDS is reported as 5,00,000 as per the Andhra Pradesh 
State AIDS Control Society (SACS). The number of such persons 
eligible for ART was approximately 56,000. Out of 56,000 persons 
whose CD4 count had fallen below 200 and were therefore eligible 
for ART, only about 2,000 persons were actaally being treated. 

■ The Guntur Centre was supposed to op^ on December 1, 2004. 
However, the salary offered for the doctor was considered 
inadequate, and the post remained vacant until the aid of February 
2005. Treatment was therefore delayed, evoi though drugs, CD4 
machine, testing kits and the lab technicians were available. 

■ A representative of Ihc 1 elugu Network of People Living with HIV7 
AIDS, said ihai in Andhra Pradesh, "the Juik lioning oj the doctors 
in this regard is must unsatisfactory. Doctors have not been trained. 
The senior doctors may be trained, but it is the junior doctors who 

Copyrighted material 



The Struggle for Access to Treatment for HIV/AIDS in India B 



are attending to the rollout centres. Every rollout centre has an 
in-charge doctor. The in-charge gets trained, but it is not he, but 
the junior doctor, who attends to the centre. This junior doctor will 
have no understanding of side effects, drug resistance, where to get 
second line drugs, and so on. These doctors make no inquiry as to 
the medical history of die person, the symptoms, the treatment taken 
prior, if any, and so on. No information is given to the person. 
For example, the person must be told that the drug has to be taken 
regularly x^ithout any breaks. If this is done, the drug will be effective 
for a considerable period of time. If the drug is taken in an irregular 
fashion, the long-term efficacy of the drug is drastically reduced. 
This has consequences for the person in terms of drug resistance. 
Thex were not familiar with the NACO guidelines. The paediairic 
svnip is not made available. As a result, children are not being 
enrolled in any centre. " 

■ In the lirst year of the Government's roll out, 1,000 PLIIA waie 
declared eligible for ARV treatment, but only 600 were enrolled. WHlien 
asked why, the iiuthorities replied that they kept the slock relating to 
400 persons in reserve, hecause the drugs in the next year may come 
late and it w as necessary not to have a break in the treatment lor the 
600 persons, 

■ All the coilres, other than the one at Osmania, treat only people 
from the same district and the siurounding two districts. The 

authorities insist that all those outside these thi^ec districts must go 
to Osmania. There is a total of 23 districts in Andhra Pradesh. 14 
districts are in the 1-2% prevalence range, 2 districts are below 1 
% prevalence, and 7 districts are above 2% prevalence. As a result, 
tliere are long queues at all the treatment centres and people are put 
to great inconvenience. 

■ There is no family counselling provided at any of these centres, 
except in the Chest Hospital, which is nin not by die Govmunrait, 
but by the Network. The doctors treat the patients with disrespect. 

■ The CD4 count test, as p^ the NACO guidelines, is to be done once 
every 6 months [depending on circumstances]. In Andhra Pradesh, 
after the first testing, follow-up CD4 tests have never been done. 

Maharashtra 

■ According to SACS, there wwe approximately 10,00,000 HIV 
positive people in the state of Maharashtra. The number of such 
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persons lequmng ART was ^proximately 1,500. The State of 
Maharashtra lias only one CD4 machine in the entire state. There 
ace two other machines, but (hey are not functioning. Whereas other 
states do not charge for CD4 testing, and those that do charge only 
Rs 500, hospitals in Maharashtra charge Rs 800. 

■ Accordmg to a rcpresentalive of the Udaan Trust, one of the 
hospitals caters to 1,500 persons, but the treatment is well below 

the recommended standard. The doctor generally sees 15 patients 
at a time in a group, conducts no individual examination, and 
prescribes the drug in a cursory manner. They sometimes use 
abusive language. Marginalised communities arc stigmatised and 
made iun of. No ini|uuy is made ol ihe padenl^ as to the existence 
of any opporuinisiic infection, and the entire process is done m a 
mechamcal fashion. The hospital niamiains no data on adherence, 
drug resistance or death. The centres themselves are in a pathetic 
condition. There is no phtce to sit. there are no fans and clean 
drinking water is not available. Mr Vijay Nair iurlher staled that 
people are called repeatedly for tests and the entire process may 
take up to I'/s months, with patients ha\ iiig lo stand in line Irom 
4ani in the morning for CD4 testing. On average, a person has to 
visit the hospital four times to begin treatment. People come from 
all over Maharashtra to the J.J. Hiispital for this pur|)ose- ti ii\ elling 
hundreds of kilometres and spending: Imge amounts of money. The 
entire process is iraumatising and liucuicialiy devastating. 

Tamil Nadu 

■ In 2004/5. this state had appro.ximalely 5,00,000 HIV positive 
persons. The number of those requiring ART was approximately 
60.000, with ART being provided at tlu-ee hosjiilals at Chennai, 
and one hospital at Madurai. According to tlie Indian Netwt)rk for 
F^eople Li\ ing v\ ith HIV/AIDS, "'althouiih the proi^ranunc has been 
kiuuched some time hack, the puhhc remains quite unaware of it. 
The doctors are not adequatelx trained. Those that are trained are 
generally senior, and do not attend to the PLWHAs. .Junior doctors, 
and even house surgeons who are .5'^' year students, deal w ith the 
persons. There is no facility for nutrition or food. The ARV drug is 



143 Tliis is probably tlie number registered at ART centres — the actual figure is veiy 
likely to be mndi higher 
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toxic and requires adequate nutrition. People below the poverty line 
are required to have a special diet. The state has made no attempt 
to ensure this. Their sensitivity and training leaves much to be 
desired** 

■ HIV positive persons who are not suffering from tuberculosis are 
often sent to the TambaramHo.spiial , which is a specialist tuberculosis 
centre. Tuberculosis is one of the most prominent and contagious 
OIs. These PLHA flierefore stand a high chance of contracting the 

disease tliere. There are no paediatric drugs available. The tablet is 
being broicen and given lo Uie baby. Tliis is not advisable. There is 
no child care. 

■ It was f urther stated, ''Persons taking the ARV from private sources 
before the launch of the Government programme are not in a 
position to switch over to the public programme because on taking 
the ARV their viral load has increased. This is an irrational position 
and NACO ought to revise the guidelines to permit persons to switch 
from the private consumption of drugs to the Government system 
even with a CD4 count higher than 200." 

Kerala 

■ The total number of HIV positive persons in this state was 
approximately 1.00,000, as per KSACS. The estimated number of 
people requiring ART was approximately 1,000. The state began 
implementing the free drug polic\ t r ni November 2004. 800 people 
are today receiving the drugs through five Government medical 
colleges. There was only one Government-owned CD4 count 
machine in the entire state, and this is at the Trivandrum Medical 
College. In 2004. 3,000 persons approachtd this facility. An equal 
number approached the private sector. 

■ According to CPK+, "the waiting list for the CD4 test was 1000 
persons, which will occupy the machines until December 2005. 
Due to bureaucratic procedures, the machine is operated only 3 
days a week with only 10 persons a day. There are three additional 
CD4 machines purchased after Network pressure, but these are not 
functioning.^' 

■ Accordiniz to Anasuva Fouiulalion lor Inteiirated Research in Mental 

Heahh. "there are no paediatric fonmdations. Drugs for OIs are 
not available. The costly ARV drugs for the second line treatment 
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are generally not available. The following Nucleoside Reverse 
Transcriptase Inhibitors (NsRTIs) are in the WHO list of essential 
medicines, but are not available: Didanosine (ddl), Abacavir (ABC), 
The following Protease Inhibitors (Pis) are in the WHO 2002 list 
of essential medicines, but are not available: Saquinavir (SQV), 
Ritonavir (RTV), Indinavir (IDV), Nelfinavir (NFV), Lopinavir/ 
Ritonavir (LPV/r)r 

■ According to CPK+, eacii centre is over-burdened and serves 6 
districts. People liave to wait for days to be treated. In the out-patient 

deparlmenl, 60-80 persons come every day, but there is only one 
doctor to tend to them. This doctor used to wt^k every day earlier, 
but now works only 3 days a week. No propci tliiiijs arc available 
lor a conibinalion ot tuberculosis iuid HIV, as a result of which, 

people aic dying. 

■ There ha\ c i>een reports that one of the ARV dnigs, Stavudine 30, 
is often noi available, and therefore Stavudine 40 dose is given 
instead. This is extremely hazardous as the latter is meant only for 
people weighing more than 60kg. 

Karnataka 

m There were 5, 00,000 HIV positive person sin this state. Approximately 
lOVr, or 50,000 persons, need ARV The ARV drugs are available 
at the Government centres at Hubli. Mysore, and Bangalore ART 
started at the Bowring Hospital Bangalore, on I April 2004. 700 
persons are treated here. The Hubli Hospital treats 400 persons, and 
the Mysore Hospital treats 250. However, the CD4 count facilities 
are available only at Bangalore as of now. There are huge queues 
fortestini: CD4 count reports done from private laboratories are not 
accepted b} the Government. In the private sector, it costs between 
Rs 500-1000 to have a CD4 count test done. 

■ According to KNP+ **there is only doctor at Bowring Hospital. He 
monitors 20-25 patients per day. They have to stay at the hospiutl 
for the whole day. People are often seen lying in the parking careas. 
There are no seating areas, and no toilet facilities. Patients ask, 
"What is the benefit of getting drugs free, if they have to pay an 
equivalent amount for travel to the hospital? " Free travel, including 
a railway pass, ought to be given, as provided for 40 categories of 
person under the railway rules, which include disabled persons and 
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cancer sufferers and so on. Since the CD4 testing can be done only 
at Bangalore^ persons incur huge expenses travelling to and fro. 
There is absolutely no reason why therec^er the drugs cannot be 
delivered at the districts, or even at the places cf residence, instead 
cf requiring the persons to repeatedly come every month to the main 
centres. Policy needs to be drastically changed in this regard. An 
outpatient treatment model is necessary which intervenes at an 
early stage, instead of picking up people at the last stage.^* 

■ 111 Kaiiialaka, about 20% of the people receiving ARV drugs need 

second line drugs. 

■ In the Networks' experience, only people who are very sick and 
whose CD4 count is below 100 are getting treatment. In die absence 
of proper nutrition, it is doubtful if their lives can be affected by 
providing treatment at that stage. Many people have died after 
getting drugs at a late stage. There is no shortage of drugs, but the 
Government is unable to reach its target 

■ The KNP+ representative further stated that, "it is strange that the 
Government does not advertise anywhere in the country that free 
drugs are available for PLHAs at centres across the country. At the 
same time, Goveninicnt complains that they arc not able to meet 
their targets. The lack of information is deliberate. In the ojnnion of 
activists, were the pubVu and Pl.WHAs made aware of the fact that 
free drut^s are available, there would be a Inii^e response and there 
would be manif dd increase in testini^. The (iovernment is not willing 
to fa( c the reality (f the situation. It prefers to live in a dream world, 
where it pretends that the situation is not so grave. As a result, its 
conduct only exacerbates the situation. In Bagalkot District alone in 
2(104, 3(l()l> new infections were reported. Jf this is true, the statement 
of the health minister that there are only 2^<.()()(l new infections in ihe 
entire country appears to be wilful misinformation.^^ 

Uttar Pradesh 

■ Approxinialely 5 00,000 HIV positive persons live in Ullat Pi ailesh, 
of whom about 50,000 need ART. As of August 2005, 480 persons 
were registered at the Sir Sunderlal Hospital at Benaras. Another 
centre is to he opened ;it the King George Medical Hospital, 
Lucknow, but this has not yet started. 
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■ Accoiding to die Uttar Pradesh Welfare for People, Living with 
fflV AIDS Society (U.P. Network) *Hhere is a CD4 machine at 
Lucknow, but it is not being used The CD4 machine at Benaras is 
dysfimctional. For blood tests and for tuberculosis tests, charges 
are levied. Counselling is done in a mechanical fashion. There is no 
one-to-one counselling. It is done in a crowded room, in a casual 
fashion, and restricted to basic details about how the drug ought 
to be taken. On the death of the bread-earner, the family and the 
children are left destitute. A rehabilitation scheme ought to be put 
in place.^^ 

■ Right to inrorniation is a sore point for positive persons. The state 
does not even provide the most basic information relating either to 
the N'iriis itself, the Irealmenl, counselling or to social issues such as 
stigma cUid discrimination. .As a result, doctors and palienls and ihe 
families of affecied persi)ns remain in a great stale of ignorance. 
The state ought to use ihe communications system at its disposal, 
namely television and radio, to aggressively spread die message 
ahiuii inVVAID.S imd treatment. In PUCL \ Union of India [the 
starvation deaths case], tlie Supreme Court iliicclcd Cjoxciiimenl 
Xo regularly show on televisi(Mi and carry on the radio inlormalit)n 
and messages relating to the proceedings in the Supreme (\Hnt, 
the policies of the (lovei nmeni, and die orders of the court. Similar 
orders ought to be made regarding ireatnienl of PLHA. 

Rajasthan 

■ Rajasthiui had about 3,00,000 HlV-pt^sitivc persons. The number 
of people requiring .ART was appri).\imately .30,000. The stale 
had idenlitied only ,^,000 persons to receive treatment from the 
Government. Out of that, only about 300 were actually getting the 
drugs. These drugs are only available through the Government at 
SMS Hospital, Jaipur. 

■ Accordmg to the representative from the Rajasthan Network 
for People Living with HIV/AIDS, "there are no doctors for the 
dispensation of the drugs. The counsellors do the providing of the 
drugs. The doctor who was trained to treat the patients is now the 
project director. He entertains patients at his house, and charges 
them for that. He does not see any patients at the hospital. 1000 
persons were started on the ART regime in 2002, and discontinued 
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4 months later. Several persons died as a result thereof. I was one 
such person whose drugs were discontinued. I have seen his friends 
die. The ARV rollout has started in early August 2005.** 

■ He further stated diat, *'under GIPA [Greater Involvement of PLHAl 

the positive persons are to do peer counselling, along with the 
counsellors. Persons have been appointed and are now functioning as 
such, but they are not being paid wages. Instead, they are being paid 
Rs 50 honorarium. He or she has to travel to the counselling venue, 
and spend time there, only to suffer the indignity of not even being 
paid the minimum wage, which is approximately Rs <S'5 in Rajasthan. 
In the circumstances, the peer counselling system is likely to collapse. 
Millions of rupees are spenl on fake awnreness pro'^rtinis, hui there is 
no awareness in society al all. An inquiry into Iww the funds are being 
spent may perhaps yield inleresiing results," 

Manipur 

■ Miuiipur had 20,297 HIV positive persons as of June 2005. There 
were 3,446 cases ol AIDS, and 492 people have died, according 
Manipur State AIDS Control Society. 

■ Drugs were available at 2 centres, namely the Regional Institute of 
Medical Sciences and the J.N. Hospital. Al RIMS, there are 232 
people getting dnigs today, but the wait list is 1 117 as of June 2005. 
The quota here is for 300 parsons. In the J.N. Hospital, the quota is 
200. Approximately 197 persons were bdng provided drugs, and 
the wait list is 500. From September, two more districts are planned 
for ARV rollout, Churachandpur and Ukhrul. 

■ Ironically, while there is a huge waiting list, ARV drugs are 
apparently available but are not beuig used and are about to expire. 
Inexplicably, persons are being told to buy drugs off the market, and 
that the Government will reimburse diem. 

■ Free treatment started in April 2004. As a result of increased testing, 
500 new HIV positive cases were registered in September and 
October 2004. 

■ According to AVAHAN Project, Manipur Network of Positive 
People, there is no paediatric dose of ARVsfor children with HIV. 
GIPA guidelines are not being followed, tuberculosis medicines are 
likewise not available for children. The counselling rooms have no 
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privacy, Trimune 30 is occasionally not available and the officials 
give Trimune 40 which is not to be done. This is powdered and a 
reduced dose is given. Drugs are being supplied in a very irregular 
fashion. If at all there is a shortage they ought to be airlifted as 
tuberculosis drugs are at times of shortages.*^ 

Himachal Pradesh 

■ According to the Himachal Pradesh Voluntary Health Association, 
"72i2 HP/ positive cases have been detected. There are estimated 
5,000 cases of positive people. The numbers are going up dramaticedfy. 
There is no CD4 machine in the Government sector in HP and dtere are 
no ARV drugs available to the patients. " 

Orissa 

■ According to a representative from the Drug De-addiction Center 
Project Swarajya, '^^there are 291.> identified HIV positive cases in 
30 districts. 467 persons have AIDS. 285 have died. Presently, there 
is no CD 4 count machine in the Government sector. ARV treatment 
is not available." 

Second National Consultation 

The second National Consultation was held in October 2006 in New 
Delhi. The Consultation was called to discuss and include the demands 
of PLHA in the court proceedings of the VHAP v Union of India case, so 
that a collective consensus reaardins the demands from the Government 
could be arrived at. The Consultation brought in 15 participants from 10 
state networks. 

Talile 6 below demonsUales llie true uri)iiiul >itiiati()n ol the Nalioiial 
ART prograimne in India in the yeiu' 2005-2006, as reported by 
Viirious network representatives present at the consultation. Again, no 
independent verification of this data has been carried out by HRLN, 
although we believe the information to be broadly accurate. 



Table 6 





No. of 
DisBsiM^ 




No. of CD4 


Andhra Pradesh 


23 


3 


3 


Tamil Nadu 


30 


13 


5 











841 

Copyrighted material 



The Struggle for Access to Treatment for HIV/AIDS in India B 



States ^^^^^^^^^^^ 


No. of 

0 1 < 1 f 1 P t <C 

L/ loll IV. L > 


No. of ART 

V-V^iiii 


No. of CD4 

iTi '1 pli in 




30 


NIL 


NIL 


Hitnachal Pradesh 


12 


1 


NIL 


Goa 


2 


1 


1 


Delhi 




5 


3 


West Bengal 


18 


2 


1 


Punjab and Haryana 


20 


3 


3 


Nagaland 


8 


4 


I 


Madhya Pradesh 


50 


2 


1 



It is apparent from ihe chart above that most of the States had iiuulequate 
ART centres and CD4 machines. For instance, in the whole State of 
Orissa there was no ART centre or CD4 machine. The delcL^ates also 
hiL'hli tilted st)nie of the speciHc problems relating to ART treatment in 
their respective States: 



Andhra Pradesh 

■ 1 1 ART centres had been sanctioned by the Government, but only 3 
centres were functional, and ART was not available lor marginalised 
communities. 5,000 HI\ positive persons had been identified. 
People (ravel long distances (o gel to roll out centres, and while 
they are being tested, sex eral days are recpiired. They spend a huge 
amount of money in travel fare, accommodation and food. 

Goa 

■ 11,000 HIV positive jieople had been idenlilied, of which 1,285 
people have been registered and 391 were receiving ART. One of 
the positive networks reported that cases were increasing due to lack 
of f(dlo\\ up. The Goa Medical College is a very crowded ])lace, and 
healthcare providers show stigma towards PLHA. Doctors aie not 
giving specific instructions on how to follow up cases. 

■ People cannot get tested unless ihey have an identity card. Even 
where kits are available, testing is sometimes refused because the 
daily quota set by the hospital has been met. 

Tamil Nadu 

■ There were 13 ART centres functional in 2006. However, 62,000 
positive people need ART in the state when only 13,000 people are 
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getting ART. The Stale netwoiks reported that people who were 
obtaining ART privately had become very poor, and needed to shift 
over to public ART« 

■ There are five CD4 count machines in the state, of which two are 

dysfunctional. The Network reported that the quality of testing is also 
very poor. For instance, when a blood sample is sent to two different 
centres, two different results are reported. There is therefore need 
for standardisation. 

Delhi 

■ There were six functicmal ART centres in Delhi. In 2004, 42,000 
people were identified as requiring treatment, but only 3,650 were 
acmally receiving it 100 people need second line ART. In 2006, 
7,323 persons were registered as receiving treatment and 645 people 
had discontinued treatment. 

■ AccortliiiL^ to NACO, numey is a\ ailahle lor treatment lor 1,50,000 
people, hu\ llic people are not cDniing forward. The Networks 
complainul <ib()iii the lack ot publicity for the national ART n)llout 
progrannne. In Lvila Ram Sv\arup tuberculosis Hospital, RML 
Ho.spital iuid AllMS, lliere were breaks in supply of the ARV drugs. 
In December 2005, EFV and M Tri 40 mg were not available for 
more than one month. In RML in July 2006, EFV was not available 
for more than 7 days. 

■ There are 5 CD4 count machines in Delhi. In Safdarjung and NICD, 
they charge Rs. 500 per test. In AIIMS, the (irst lest costs Rs. 800 
and thereafter, the tests are free. If the referral is from any other 
doctor, the charge is Rs. 800 per lest, hi RML the W iiitiiig period is 
between 1-2 montlis. 

Madhya Pradesh 

■ There are 2 ART centres diat were functional. It was reported that 
out of 25,000 HIV positive pcoi^le, only 940 persons were receiving 
ART. Out of 940 people requiring second line ARV drugs, only 40 
people are receiving second line treatment. 

■ For 20 days in April 2006, there was a break in supply as a result 
of which many people became sick, and many reipiireil second line 
treatment, due to developing resistance through non-adherence. 

■ The Networks lepoiled there is onl\ (Mie C"D4 count machine in a 
private hospital, and none in the rollout centres. Rs. 500 is charged 
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per test. The doctor operating this machine routinely tells people 
that the machine is not reliable, and refers them to a private machine 
which charges Rs. 1500 per lest 

Himachal Pradesh 

■ There is only 1 ART centre in the st^ and, out of 4000 positive 
people, only 500 are getting the requisite treatment. 

■ There is one CD4 count machine in a public hospital, but people are 
told that the kits are unavailable to do the test. Patients are told they 
have to send the blood to Hyderabad in Andhra Pradesh for testing 
in a (nivate CD4 count machine, at a cost of Rs 185. 

West Bengal 

■ There are 2 runctional ART centres. Althcnigh there were 11.800 
positive people identilied, currently the nuiiihcr ol PLHA suuuls 
at about 20.000. There are 801 male. 233 tenialcs. 32 children 
receiving ART in 2006. Due to lack ol lollow up, nuuiy i)eople ha\ e 
discontinued their treatment, and some have died. Many people are 
not traceable. 

■ There are gaps in procurement and supply. There is a lot of contu sion 
because the colour, size, box size, quantity and combination changes 
from lime to time. 

■ 100 people are in need of second line treatment. 

■ There is only one CD4 count machine in the entire State. People from 
North Bengal have to travel for 2 days to reach the CD4 machine in 
the Tropical Medical College, West Bengal. 

Rajasthan 

■ There are two functional ART centres. Out of 63,000 positive 
people, only 700 people are getting ART, and an additional 600 
people urgently need ART. There are 1,2 00 people receiving private 
ART. 90 people urgently need second line. 

■ The drop out rate is very hig^ particularly amongst widows. 

■ CD4 kits are invariably out of stock. The Government purchased 
the CD4 machines with older technology. Now the Government 
has purchased a mswet machine and newer kits are available, but 
the Government is trying to use die new kits on the old machines. 
For these CD4 count machines, both old and new, the company 
providing the machines does not have service centres, and does not 
have back up services. 



ir^ 
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Haryana and Punjab 

■ There are four ART centres in both States combined. The Networks 
reported tliat 6,000 positive people are in need of tieatnient, whereas 
only 2,000 have been registered and only 300 were receiving treatment. 
PL 1 1.\ are having to pay before tiiey get admitted to the public hospitals 
— il they don t pay Rs. 1,000, lliey are not even admitted. 

Nagaland 

■ There are loui ART centres in Nagaliuid. There arc 274 adults and 
13 eliildren reeeiving ART. 

■ CD4 count testing is available only on Tuesday and Thursday, 
which is inconvenient to PLHA who have to make difficult joumeys 
to reach the CD4 count machines. 

Orissa 

■ There is no ART centre m Orissa. 3,961 positive people were 
idcntilied, and people have to travel to neighbouring states such as 
West B^gal, Bihar and Andhra Pradesh for treatmrait. Travel costs 
and time spent is therefore high. 

■ Testing is done only in private hospitals where Rs. 1,200 — 1,500 is 
charged. 

Third National Consultation 

Tlie third national consultation was held in September 2007 in New 
Delhi. 

Table 7 below demonstrates the situation of the national ART programme 
in India in the year 2006-2007, as reported by the representatives of the 
positive networks present at the consultation. Again, no independent 
verification of this data has been carried out by HRLN, although we 

believe the information to be broadly accurate. 

Table 7 



SI AlHS 


No. of 
Districts 


No. of ART 

centre ^ 




Andhra Pradesh 


23 


5 


7 






I 
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STATES ^^^^^^ 




No. of ART 


No.ofCD4 


Districts 


centres 


1 • 1 

machines J 


Delhi 


- 


8 


5 


West Bengal 


18 


3 


1 


Himachal Pradesh 


12 


1 


1 


Rajasthan 


32 


2 


2 


I'unjab and Mary ana 


20+20 


4 


2 


Orissa 


30 


1 


NIL 


Nagaland 


8 


3 


3 


Madhya Pradesh 


50 


2 


1 


Bihar 


38 


2 


2 


Manipur 


9 


5 


4 


Kamataka 


29 


15 


4 


Kciala 


14 


5 


4 


Maliaia&htra 


37 


18 





Delhi 

■ There were 5 CD4 machines, Uie use of which did not incur a 

charge. 

■ 10,960 people were registered lor ARV irc.iliiicnl, yet only 5,000 
have commenced such treatment. There are 2.050 people on private 
ARV trealiiient. L670 people had discontinued due lo a lack of 
follow-up, of which 1,558 were adults and 1 12 were cliildren. 

■ Many CD4 count tests are conducted in Delhi for people coming 
from other states . 

Tamil Nadu 

■ There are 19 ART centres and 6 CD4 machines in the state, all of 
which are functioning. Five more are expected. 

■ Paediatric ART has started in all centres. About 1,200 children are 

already being treated. 

■ The problem ol lack ot standardisation of dillerent ART centres 
persists however. Blood samples sent to two centres give two 
different sets of results. 

Goa 

■ There is one ART centre in Goa, in the Medical College, and 1 
CD4 count machine which has not been working for the past 2-5 
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months. Travelling to the one ART centre from South Ooa to North 
Goa is expensive. 

■ Testing is sometimes refused, despite availability of kits, in order to 
meet the daily quotas set by the Govemmrait 

West Bengal 

■ There are 18 districts in West Bengal, with only 3 ART centres (in 
the School of Tropical Medicine, AGM and NB Medical College). 

■ L800 people receive ART treatment, and there is a drop out rate of 
appn^ximately 50%. 'I'hcrc arc also transportation problems, in that 
Nortli BeiiLral residents aie ictpiired to lra\ el lor 2 days to gel to the 
centre. Mure machines are urgently required. 

Madhya Pradesh 

■ The stale has only two ART centres, one in Blu)|)al and one in 
Indurc. and only one CD4 machine. Madhya Pradesh is a big state, 
with poor resources. 

■ In April 2006, theie was a break in supply of the drugs for 20 days. 
As a result, many people became ill. 

■ People from public hospitals are often referred to private hospitals 
for testing, which costs themRs. 15,000 

Himachal Pradesh 

■ There is only one ART centre and one CD4 count machine, in 
Shimla. One centre for 12 districts is not enough, and does not allow 
access for everyone. 

Rajasthan 

■ There are 33 districts, and only two ART centres widi two CD4 
count machines, in Jaipur and Jodhpur. 

■ There are 650 dropouts, out of 3,000 people receiving ART treatmmt. 
There are 500 people receiving private treatment and CD4 kits are 
invariably out of stock. 

Punjab and Haryana 

■ There are 20 districts in Punjab, but only two ART centres, in 
Amritsar and Jalandhar. Thexe is only one CD4 count machine, in 
Amritsar. Sauries takm in Jalandhar are sent to Amritsar. 
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■ Hary ana also has 20 districts, and only one CD4 machine in Rohtak. 
All of Haryana has to come to Chandigarh for treatment. 

■ At the Chandigarh ART centre, 165 patimts who have tskta ART 
treatment died, out of the 3000 registered. 10 patients are in need of 
second line treatment, out of which only 6 are receiving and 4 are 
waiting for treatment due to lack of funds. 

Bihar 

■ There are two cenlres and two CD4 count macliines, in Patna and 
Muzzarafpiir, for 36 districts. 

■ Wiien there are Hoods, and it is so difficuU to move around ihe slate, 
PLHA on ART should he given ART supply lor two months, rallier 

than the normal one month. 

■ Each centre has 25iM) persons registered. PLHA have to travel 
from long distiuices to get to an ART centre, and poor are unable 

to afford it. 

■ Out of 50 PLHA who require second line treatment, only 10 are 

receiving it. 

■ In the centres themselves, there are no seating arrangements. 
Man^ur 

■ There are live cciilres and four CD4 count machines. More than 
3912 persons have access to ART. Figures up to September 2006 are 
tliat 4577 people iue registered lor ART, iuid tlicre iue 84 dropouts. 

Karnataka 

■ There are IS ART centres and four CD4 machines, in Bangalore, 
Mysore, Hubli and Gulbarga. The CD4 machine in Gulbarga is 
not working. 

Orissa 

■ There are 30 districts in Orissa, but only one ART centre, in Giuijam 
District. There is no CD 4 count machine in Orissa. 

■ There w ere 7600 po.siti\ e people idenlihed as in need of ART, but 
only 300 were receiving ART treatment. Orissa SACS report says 
tliat 93 children need ART treatment. Due to the long queues lor 
taking blood samples, these are sent to West Bengal. 

Nagaland 

■ There ai e tliree ART centres, but die centre at Dimapur is not functioning. 
There are three CD4 count machines, of which only two are working. 
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■ There are only 13 children on ART and paediatric drugs are generally 
unavailable. 

■ The long distances which people are required to travel to access 
treatment are a problem. 

Uttar Pradesh 

■ There are 70 districts in Uttar Pradesh, but only three ART centres. 
The CD4 count machine in Lucknow has been dysfunctional for the 
last 13 months. There are no trained doctors, and the only doctors 
that are available work just 4-S hours per day. 

■ There is no drinking water available in the centres. 
Kerala 

■ There are five ART centres, and four CD4 count machines, but the 
one at Trissur is not functioning. 

■ More than 4780 people are registered for ART, 86 people died 
in 2007, and there are 218 drop outs. 250 children receive ART, 
2900 adults take ART treatment and most other people in need are 
obtaining treatment from the private sector. 

Maharashti-a 

■ There are 18 ART centres, seven CD4 count machines, four treatment 
and counselling centres and there is one Positive Living Centre in 
Pune. 1 1749 people are registered at the ART centres, 4461 positive 
persons are receiving ART treatment. 350 children urgently need 
treatment, and the treatment has not been made available. 

■ There is lack of confidentiality in the Oovemmoit Medical Colleges. 
200 people are coming per day, but there is only one counsellor 
available. PLHA from Madhya Pradesh and Chattisgarh all have to 
come to Nagpur for treatment. 

Andhra Pradesh 

■ There are five ART centres and seven CD4 count machines in 
Andlira Pradesh. 13300 people are registered at tlie ART centres, and 
3700 iire receiving ART, of which iliere is a 10% dropout rate. 120 
children are receiving paediatric ART. The second line treatment is 
unavailable. 

■ CD4 tests are not done for all people, because doctors only prescribe 
tests whim the opportunistic infections become smous. 



92 J 
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Fourth National Consultation 

The fourth National Consultation was held in March, 2008 in Delhi. Table 
8 below demonstrates the situation of the national ART programme in 
India in the year 2007-2008, as reported by the representatives of the 
positive nctworlcs. Again, no independent verification of this data has 
hccn carried out by HRLN, although we believe the information to 
be broadly accurate. 



Table 8 





Ik. T f 

No. of 


No. of ART 


No. of CD4 1 








Ananra rraoesn 




1 0 


0 


Goa 


2 


1 


1 


Tamil Nadu 


30 


19 


6 


Delhi 


- 


9 


5 


West Bengal 


18 


4 


2 


Himachal Pradesh 


12 


I 


1 


Rajasthan 


32 


4 


4 


Punjab and Haryana 


20+20 


4 


4 


Orissa 


30 


1 


1 


Nagaland 


8 


3 


3 


Madhya Pradesh 


50 


2 


1 


Bihar 


38 


2 


2 


Manipur 


9 


5 


4 


Kamataka 


29 


16 


6 


Kerala 


14 


5 


4 


Maharashtra 


37 


26 


12 


Ullar Prcidesh 


70 


6 


3 


Gujarat 


25 


3 


1 


Nagaland 


8 


3 


3 











The lourtli Nalioual consultation was held alter the Supreme Court 
hearinc of the VHAP case in February 2008. Though the numhers of 
ART cciures have increased in certain stales compared to earlier years, 
the condition remains abysmal. 



Copyrighted material 



[ T he Strugg e for Access to Treatment for HIV/AIDS in India 
Delhi 

■ 60,000 PLHA are registered at the ART centres. People firom Uttar 
Ptadesh, Haryana, Bihar, Leh and Raj as than are coming to Delhi 
for treatment. About 200 PLHA are obtaining second line treatment 
from the private sector. 

■ The nc\\ CD4 counl niachinc insliillccl GTB Hospital is nol working. 
Viral KkkI It-sis are doiit- ini\ aleiy al Riuibaxy iuid Dr. Lai s Palli 
Lab - this costs Rs 4,000-5,000. 

■ Drugs I'oropponunistic infections such as seplron, becosiile, antibiotics 
and multi vitamins, cyclovir, metrogyl, etc . are not available. 

Goa 

m 10-12000 people are HIV positive, according to SACS . Only 600 
PLHA are registered lor ART, out of which only 520 are gettmg 

ARV drugs. 

■ The only CD4 count machine available in the State breaks down 
every 2-3 months. 

■ One of the state positive networks rqwrted that at the ART coitres, 
the doctors arrive late, and that there are no chains or drinking water. 
Approximately 150 people have dropped out from the ART cities. 
The doctors write a person's HIV status on their case papers, and 01 
drugs are not available. 

West Bengal 

■ 1,800 people are receiving ART. Patients are subjected to lengthy 
w aits lor medicines at the ART centres, and there is no drinking 
water available. 

■ Travel issues persist. For many it is between a 3 hours and overnight 
journey to get to the ART Centres. Blood samples are collected by 
the district networks and sent to the closest machine for testing. 

■ Dmgs for opportunistic infections are not available. Hospitals are 
collecting money from people for drugs. Hospitals claim they are 
unable to meet die demands of the people and no counsellors have 
been placed at the centres. 

Rajasthan 

■ 1,900 peoj)le need ART urgently, whereas only 700 iire being 
provided with it. 500 are receiving private treatmoit, and there is a 
drop out rate of 650, from a total of 3,000. 
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■ Peer coimsellors^ salaries are paid by NOOs throu^ the positive 
networks, not by RSACS. 

■ No routine tests are done before starting ART, and there are no 
paediatricians at the ART centres. 

Bihar 

■ 16,000 people are registered as HIV positive in the State. 4,000 
are registered for ART, of which only 1,906 are receiving ART. 
Between 40 and SO people are receiving second line treatment from 
the private sector. 127 people have dropped out from the ART 
centres. 

■ Poor people are unable to travel to the centres from other districts 
due to the cost of travel. Each time someone travels to receive 
treatment, it costs them about Rs. 600-700 in travel costs and food. 

■ Paediatric syrups arc unavailable for children. 
Man^ur 

■ Facilities in the ART coitres are very poor - seating, drinking 
facilities and toilets are unavailable and there are breaks in the drug 

supply. 

Orissa 

■ There are 30 districts in Orissa, and only one CD4 count machine. 
8,502 PLHA have been idoitified as HIV positive, out of which 
2,187 PLHA have registered widi die ART centres, but only 838 are 
on treatment. 50 people have dropped out. 

■ Pre- and post-test counselling is not done properly. 

■ In public hospitals, patients are asked to purchase drugs privately. 

■ The state Oov^nment has announced a pension of only Rs. 200 per 
month per person. 

Maharashtra 

■ Since June 2007, there have been 26 centres open, and the total 
number of people registered for ART is 11,749 350 children in 
Pune require treatment, but have not yet started ART. 

■ People from M adhya Pradesh, Chattisgarh and Andhra Pradesh are 
using the Nagpur ART centre for treatment, but there are no proper 
seating arrangements and the conditions are not hygienic. 
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Madhya Pradesh 

■ In April 2006, tliere was a break iii supply of ARV drugs for 20 

days. Consequently, many people became ill. 

■ People from public hospitals are referred to private hospitals for the 
tests, which caii cost them as much as Rs. 15,000/-. 

Himacluil Pradesh 

■ There are 12 districts in this hilly state, but there is still only one 
centre, which is not accessible. There is a lack of infrastructure. 

■ 477 people are registered on ART. 
Kerala 

■ There are 60,000 FLHA in Kerala. 7,908 are registered with ART 
centres, and 3,402 are receiving ART. There are 388 children 
registered for ARV, and 172 are getting paediatric drugs. 

■ 88 people need second line ireainieni. There are 20 people on private 

.ART. 

■ The CD4 count machine in Trissur is still dysfunctional. 
Uttar Pradesh 

■ The Goraklipur ART centre has no doctor, and the medicines are 
being prescribed by staff nurses, not doctors. 

■ Treatment for opportunistic infections is not available anywhere in 
the State. 

■ To get tests done, people are asked to purchase gloves and syrmges 
from oulsidc ihe hospital, which ihev then have to pay for. 

■ There are 70 Voluntary Couusellmg and Testuig Centres (" VC'TC"). 
There used to be 140 counsellors, but now only 70 are available. In 
many centres there are counsellors of only one gender, adversely 
affecting the other gender that comes in for counselling. In nine 
medical colleges, then were peer counsellors, but they were all 
removed without reason in Oct 2007. 

Aiidhra Pradesh 

■ 3,20,000 PLHA are registered at the VCTC in the State and 26,000 
people are receiving ART. There are 1,200 instances of drop outs. 
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3,000 people are receiving ART from the private sector, and 50 are 
on second line treatment. 

■ There is an irregular supply of drugs in Gnntiir and Prakasm District 
There are also reports of 15 day drug cycles for people on treatment, 

due to siiortage of supply. 

■ bi November 2007, there were also shortages of CD4 kits and testing 
kits. 

Gujarat 

■ 5,000 PLl i A have been registered by die networks. 1,102 people are 
receiving ARV drugs. 

■ The CD4 count tests yield different results depending on which 
machine is used. As a result, many people wrongly started taking 
ARV drugs. 

■ A shortage of drugs has been reported. 
Nagaland 

■ Only 13 children are on ART, and paediatric drugs are generally 

unavailable. 

■ Only two CD4 count machines are working - the one at Dimapur is 
not worldng. 

Kaniataka 

■ Second line treatment is not available due to which a lot of people 
are dying on a weekly basis. 

Punjab and Haryana 

■ OlTicially. there are 16,800 positive people living in Punjab and 
20,000 in Haiyana, of which 5,000 live in Chandigarh. The unofficial 
figures are, however, four times higher. 

■ The numbers of people registered for ART are as follows - Punjab 
3,065, Chandigarh 3,925. 1,225 PLHA are receiving treatment in 
Punjab and 1,915 are receiving treatment in Chandigarh. In 2007, 
there were 166 cases of people dropping out 

■ Medicines for opportunistic infections and mulli-vitaniins are not 
available in die requiied quiuililies. 
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Tamil Nadu 

■ People receiving private ART have become poor, and need to shift 

into the public system. 

■ 1>200 children are on paediatric ART. 

■ The issue of standardisation of the testing centres continues. 

Fiith National Consultation 

The puq>i)se ol the litUi National Consultation, which was held in 
New Delhi in August 2008, Wiis slightly clineient from the previt)us 
lour consullalioMS. The purpose this time was lo discuss the points put 
forward bv N ACO in the VHAP case, their practicality, implementation 
iuid nioniltunig. There was a particular locus in the discussion on second 
line treatment and the Government's refusal to set any hard targets for a 
roll out of second line treatment. 

A full explanation of the VHAP case, its development and impact can be 
found in Chapter 5. 

It is clear form the above mentioned data from 2004-2008. that the state 
of the national ART programme has been dreadlul. PLHA continue to 
die due to lack of drugs and infrastructure. In a moderate-prevalence 
state such as Orissa, there is (mu- CD4 count machine available for 
the 30 districts, and this has been dysfunctional for long periods, and 
people have been routinely dying as a result. In a state such as Manipur, 
which is not only the liighest prevalence state in the country, but is also 
under the Armed Forces Special Powers Act, PLHA have to go w ithout 
drugs for months due, in part, to the political instability. Uttar Pradesh 
is the largest State in the country with 70 districts, and two CD4 count 
machines out of three were dysfunctional for months. The doctors and 
health care workers are under-trained evoywhere, and insensitive in just 
about every ART centre in the coundry. A lack of nutrition and proper 
travel facUities have resulted in lots of avoidable deaths. 

It is time that the Govcnnnent woke up to the needs of PLHA hi India 
and rclornicd tlic- national \R\ jirogrammc. It would be prudent lor 
India to draw from the experience and best piaclices ol other developing 
coujitries such as Brazil. The .ART experience in other countries is 
discussed in detail in the next chapter. 
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ART experience from abroad 



The Struggle to Attain Access to Affordable 
Antiretroviral Treatment in South Africa 

Despite being a (lovemment liietorically committed to transformation, in 
the context of the post-aj-)ariheid era. progression in the provision of HIV/ 
AIDvS treatment could not be so categorised. In fact, it has been regressive 
in nature.^** The initial obstacle presenting itself in Soiilh Airica was ihe 
lack of a constant supply of aliordable anlirelroviral dnigs. Allhougli 
pressure at a local mul international level had a significant impact, the 
Treatment Action Camjiaign ('"TAC"' ) held the \ iew^ that the cost of the 
necessary drugs wiuild only drop lo aliordable levels with Uic ousel of 
generic competition.^'** 

In tackling the AIDS epidemic, the situation in South Africa can best 
be viewed as a constant struggle. Recoit years have seen positive 
progressive steps taken by the South African Constitutional Court, but 
this has conflicted sharply with Ihe bewildering stance of the political 
leadership.^^* For example, former Fresid^t Mbeki and (he former 
Minister for Health questioned the positive effect of AZT in preventing 
the transmission of HIV from mother to child.^^^ It is hoped that with the 

144 Forman, Lisa, 'Enuring Reasonable Health: Health Rights, The Judiciary, and 
South Africa HIV/AIDS Policy* (2005) 33 Jcvmal of Uw. Medicine and Eliiics 711. 

at 713 

145 Trealmeiit Aclion Campaign was launched on 10 December 19Sy, intenialioiial 
Hnman Rights Day, widi the primary intention of campaigning for the development 
and adoption of a cimiprdiensive national treatment plan for people living with HIV/ 

AIDS 

146 Sec. for hat kground. article accessed on 9 October 2008: h ttp://ne\\ s bbc l o uk/1/ 
lii/\vorld/alric>.i/720995,.slin resardinj! the stance ol South Africa's former President 
Thabo Mbeki in questioning the existence of AIDS and ilie iniixici of lilV on ilie 
body's immune sj^m 

147 Canvui. Henri E., 'Sonlfa Africa Retreats from AIDS Debate*. N.Y. Times, Oct 17. 
2000atA14 
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change in 2008 of political leadership, further progress can now he made 
in South Africa in the people's fight for univeisal access to treatment and 
removal of stigma and discrimination. 

In 2003, the Wdiicl Bank cslinialcd lhal ihc axeraiie per capita gn)ss 
national income in Si)uih Africa was USS2,780. This Iranslalcs to a 
buying power ol I.\TS10,270 With the expense ol antiretroviral dnigs 
capable ol exceetluig USS 10.000 per patient per year, the limited access 
to the necessary medication was aU too obvious. 

The multi-national pharmaceutical companies argue that access to 
the relevant medication has not heen restricted as a result of the 
inq»lemaitation of patent laws in South Africa. There may be some truth 
in this, but the point is that it is patmt laws in ottm* parts of the world 
that are the ultimate decider in avaUability and accessibility. Given that 
the vast majority of drugs ai e patented in Europe and the United States, 
drug manufacturers in these countries determine the cost of medication, 
regardless of the patent system in South Africa.^*^ 

With the TRIPS agreement^^ taking effect on January 1 199S, access 
to ARV treatuKmt was to be con^licated by yet another obstacle. 
Developing countries such as South Africa weare given until 2000 to 
comply with the outlined patent px>tection. South Africa accepted the 
content of TRIPS, and inserted compliance with its provisions into the 
domestic law in 1997.^^^ 

Article 31 ot the TRIF^S agreement provides for c<Mnpuls(iry licensing 

subject tt) certain conditions, including having allcmpicd to negotiate with 

the patent-holder oi the drug in cpiestion. This requirement is however 

waived where there is a liatioiial cnicri^ciicw or other cin unislances of 

152 

extreme urgency or in cases of non-commercial public use". 



148 World Rank. 20(H Worhl Dcrclopmt-ni ludhatnrs Datahasc-Soiiili Africa, 
available at luip://devdala.wofldbaiik.oi"g/dalaonliiie. This ijifonualion is louiidcd on 
puichasiug power parity of intematiQiial dollars which are described as possessing 
tbe same pnuchasuig power over gross nadooal income as die pnrchasmg power of 
I SSI within tlie l iiited States. 

149 Halbert. Dcboi.ilK Morali'^iHl Discourses: South Africa's hitcllcctii.tl Property Tight 
for Access lo AIDS Dniti.s J!(Mi2i 1 Seattle Journal of Social J usiicc 257. at 268 

150 Agreement on l iadc Related Aspects of hitellectual Property Rights, adjuiiiistcred 
by Ihe Woild Trade Qtganisation 

1 5 1 hitellectual Property Laws Amendment Act 38 of 1997 (Soath Africa) 

152 Aiticle31(b)of the TRIPS Agreement 
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The South African Medicines and Related Substances Control 
Amendment Act 1997 included controversial provisions relating to 
compulsory licensing of drugs. This piece of legislation* amending 
the Medicines and Related Substances Control Amendment Act 

of 1965, took effect from May 2003 and set out certain conditions, 
upon satislaclion ol which, the Minister of HeaUli could proceed 
with rcgislralion of certain drugs, nolw ilhslanding the fact the patent 

153 

was held by someone else One ot the provisions set oui that, 
notwithstanding anything to the contrary contained in the Patents Act 
1978, the Minister could determine thai the rights associated with a 
medicine under a patent granted in South Africa shall not extend to 
acts in respect of such medicme where it has been put onto the market 
by the owner of Ihe medicine, or with his or her consent. It was also 
provided that in the event a medicine is identical in composition, meets 
the same quality standards and is intended to have the same proprietary 
name as that o\' another medicine already registered in South Africa, 
'7?/// w liicli is imported by a person other ihcin the person w ho is the 
holder of the racist rolion eerlifu ate of the medu ine alreiulx rei^istered 
and which originates from tiny site of manufacture of the original 
manufacturer as approved by the council in the prescribed manner^ 
may be imported.''^ 

The res]K)nse Irom interested parties lo this piece ol legislation w as 
vocilerous, with much criticism coming from the Government of the 
United States and the large pharmaceutical companies, directed at the 
South African Government In fact, the American Govemmoit initially 
threatened the South African Government with economic sanctions if it 
did not withdraw the amendment^'^ The problem from the perspective 
of the pharmaceutical conq>anies was diat new provisicm 150 ^^could be 
used to justify and sanction both parallel importation and compulsory 

153 Section 15C (as amended) 

154 Section l .'^C l a ) (as amended) 

155 Section 1*^' " ili ins .niienclcdi 

156 Nasli, Duane. 2UUU. Soulli Alrica'.s Medicines and Related Subslaiice Control 
AxueiidmeiU of 1997. 15 Berkeley 1 etli. Law Journal 485. at 486-487. However. Uie 
United States did lemove this dueat when the Government of Soodi A£dca asserted 
the validity of die provision under law, alleging tliat tlie United States was merdy 
exerting pressure on bdialf of domestic pharmaceutical interests 
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licensing of certain medicines"^ thereby circumventing piotectioiis 
contained in the TRIPS Agreement for patent holders/^^ 

In February 1998. the Pharmaceutical Manufacturers Association 
and 42 pharmaceuticiil coni]ianies liled suit against the South African 
govenimenl on the ground that the new seclion 15C violated the South 
African Patents Act, and the obligations under the TRIPS Agreement. 
In April 2001, the PMA withdrew its suit, deciding to settle out of 
court. Thi.s settlement came about a month after the Treatment Action 
Campaipn had entered the debate on the side of the Government. 
Litigation has played a substantial role in advancing the cause of positive 
persons seeking treatment. In becomhig involved in the Phciniuicciilical 
Mamijiu Hirers Association of South Africa and others v. The Presideiii (f 
the Republic of South Africa and others,^^^ the objective of the Treatment 
Action Campaign wa.s not just to concentrate on the relevant legislation, 
but to influence public opinion J 

In 2000, Boeliringer Ingelheim, the manufacturer of Nevirapine, entered 
into an agreement with the United Nations to provide Nevirapine 
free of cost to developing countries for five years. However, even 
after Nevirapine was registered by South Africa's Medicines Control 
Council, the Government would only provide the dnig at two pilot sites 
in each of the eleven provinces. Distribution of the drug was prohibited 
outside of these sites, even though approval for the drug had already 
been receixed fnun South African .Authorities. Of particular concern 
was die fact that only lOV^ of the estimated 70,000 affected biilhs would 

157 Qeaiy, Susaii. and Don Ross, "Ilie 1998 Legal Stniggle between the South .African 
Government and the International Pharmaceutical Industry: .\ rranie-Tlieorv 
Analysis', (2(X)2) 27 Journal of Social, Political and Economic Siud u-s 445, at 451 

158 Block,Robat,andO«iduierIfoiris,2001. 'Drug Maken Agree to Di op Sonlh African 
Suit-Bad PR Over AIDS Quells Efforts to Defend Patents; Pretoria Concedes litde*. 
Wall Street JoumaL April 19, at A 1 2 

159 The Pharmaceutical Minuiforliirrrs ' A'isoridtion r. The President of the Republic of 
South Africa, 4183/98, High C ourt of SouUi Alrica ( i iausvaal Provincial Division; 
(March 2001), mireported case available at littp://www.tac.oig.za/Docii]iients/ 
MedicineActCaiirtCa8e/afi6avd.doc 

160 Heywood, Maik. 2001. 'Ddiunking 'Conglonio-talk': A f'ase Stud\ of the 
Amicus Curiae as an Instrument for Advocacy. Investigation and Mobilisation", 
Paper presented at Hcallii. Lxiw and Human Rights: Exploring the Connections- 
An International Cross-Disciplinary Conference Honouring Jonathan M. Mann, 
Philaddphia, Sept. 29 - Oct 1, 2001. Indeed, Ibe TAC's founding affidavit was 
deposed by the campaigns co-ordinator of South Africa's second largest trade union 
federation, the Congress of South African Trade Unions (COS ATU). 
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be included witfain the scheme. Without the required treatment, 
the motfaer-to-child transmission rate is 15-30 percent. With just a 
single dose of Nevin^ine, however, transmissions during pregnancy, 
labour and delivery can be reduced by 50 per cent.^*^ An investigation 
conducted by the National Institutes of Health in 1999 demonstrated the 
significant effect of Nevir^ine^^^ and, in August 2001, the Treatment 
Action Can^aign filed suit against the Minister of Health in the Pretoria 
High Court.'" 

TAC argued thai the sclienie as implcmciued by the South AlVican 
Cjovcrnmcnt violated the content of the constitution to "respect, protect, 

1 65 

promote and fulfil the ri^^lits In the Bill of Ri^^lits^\ TAC sought 
directions that the Gt)vennnent should be forced to withdraw Iroiii its 
position of an outright prohibition against the distribution ofNevirapine 
outside of the pilot sites, and to create a more specific programme for the 
avoidance of such transmission. In resolving this issue, the Constitutional 
Court of South Africa, in what can be described as a groundbreaking 
judgment, agreed tt) both requests. In a unanimous opinion, the court was 
unable to establish any justification for the ninety percent of Ihe affected 
pregnant women and children tliat were excluded from the programme. 
The Court held that the policy of the Government constituted a breach of 
the State s obligations under [Section] 27(2) read with [Section] 27(1) 
(a) of the Constitution. 

Further to this, the Court held that the Go\ ernnient was "cnnsiilulionnllY 
ohli^ecl . . . to plait and implement (ui effective, comprehensive 
ami progressive programme for the prevention of mother-to-child 

1 67 

transmission of throughout the ( (nintrw^^ Nevertheless not all 
of the judLMuent handed down disjiensed such glowing directit)ns. 
There was a rejection of an insistence on the need for ongoing judicial 

161 Miu isicr of Hcaltli v Treatment Action Campaign (No. 2) 2002 (5) SA 721 (C3C) (S. 

Air I. p.inis 10- 12 

162 htlp://\vw \v . avert.org/mollieiciiild.liLiu, at notes 6 an d 7 

163 Heywood. Mark. 'Cuneiit Devdopiuents: Pieventing Molher-to-Giild HIV 
Transmission in Soodi Africa: Backgronnd, Strategies and Otttcomes of tfaeTieatment 

Action Campaien Against the MimstCT of Health' (2003) \9Soutk African Journal of 

Uuimiu Ri-hi'. :7S. at 2S5 

164 Minis! CI oj Ueahh v Treatment Action Campaign (No. 2) 2002, (5j SA 721 {CC) (S. 
AlV. j.at 728 

165 South African Constitution^ 1996, duqpter 2, section 7 

1 66 Note 1 65, supra, at paragraph 80 

167 Ibid., para. 5 
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supervision of the Oov^nmeiit's HTV programs and unwillingness to 
cairy forward an order of a lower court for die state provision of infant 
formula to poor mothers.^** 

In November 2003. the South African Department of Health circulated 
the Operational Pl;m to roll out HAART, with the intention of having 
54,000 people receiving treatment by March 2004, increasing to 
around half a nullion in 2006, and onwards to a million in 2008/^^ The 
Departm^t did not however release any ARV treatment guidelines 
until September 2004, and the slow pace of the roll out was alarmmg.^^ 
When funding from die Global Fund To Fight AIDS, Tuberculosis and 
Malaria and the United State*? Pre<?ident'.s Emergency Plan for AIDS 
Relief (PEPFAR) was niculc ax ailahle from 2005, the pace of the public 
sector roll-out increased somew hat/' '^^ Although the number of patients 
receiving HAART increased Irom around 7,000 in mid-2004 to over 
2,00,000 by September 2006, the number of people being treated was 
still only about 35 per cent of the target under the Ministry's Op^ational 
Plan. The Operational Plan included plans for additional personnel, 
and there followed a consid^able increase in the number of medical 
practitioners, professional nurses and pharmacists in the public system 
between 2003 and 2005.^^ Nevertheless, in general, the shortage of 
nursing staff posed a serious threat to further expansion of the access to 

174 

irealmeni programme. 



I6S Ibid., para. 48 

169 Department of Health. 2003. Operational Plan for Comprehensive HIV ami AIDS 
Care, Management and Treatment for South Africa, 1 9 November, available at hUp:// 
www.hst.ofg.zaAiploacl8/files/aidsplan.pdf 

170 Department of Health, 2004. National Treatment Guidelines, available at http'J/ 

www.doh.gov, za/dcKs/liivaids-pioaressicp html 

171 Nattrass. Nicoli. Moruil Cninlnu: AIDS Dcni(tli\ni uml tln'Strii^^U-forAnliretroviralx 
in Soittli Africa, ScoUsvUle, SouUi AJrica: Uiiiversily of KwaZulu-Natal Press, 2007, 
p. 133 

172 Hassan, F., and D. Bosdi, Monitoring the Provision ofARVs in South Africa: A 

Criti( ill Assessment .\IDS Law Project Briefing for the Treatiuait Action CampaiLMi. 
NEC. 17 ami IS Januan,', Tape Town AIDS Law Project, Centre for Applied Legal 
Studies. ITiiivcrsily of Wilw alcrsrand. 2006 

1 73 111 ciuployiiiciit wiUiiii the public liealUi sector, the number of medical professionals 
increased by 1,101, die professional nurses by 2,096 and the number of (riiamiacists 
by 395. available at]ittp://www.aids2006.ofg/WebmiLB0403.ppt.61.8,SUde 8 

174 Note 172, supra, p. 136 
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Section 27 of ifae 1996 South African Constitution reads as follows: 

"(J) Everyone has the right to have access to: 

(a) health care services, including reproductive health care; 

(b) sufficient food and water; and 

(c) social security, including, if they are unable to support 
themselves and their dependants, appropriate social 
assistance. 

(2) The stale must take reasonable legislative and other ineasiii es, 
within its available resources, to achieve the progressive 
reaUsation of each of these rights. 

(3) No one may be refused emergency medical treatment. " 

The Constitution Court interpreted Uiis Section as placing a burden on the 
state to utilise its available resources to provide for measures necessary to 
ensure access to ARV drugs for those most in need. The Court recognised 
tiiat it was not within tiie scope of its review to investigate tiie maimer in 
which the necessary goals were intended to be achieved but the court's 
review of the Govemm^t*s Operational Plan in the Treatment Action 
Campaign case shows that mere assertion of tiie existence of a plan will 
not be enough to show compliance with the provisions of Section 21^^ 

In January 2002, in announcing the intention of the provincial 
Govmmient of KwaZulu-Natal to supply anti-retroviral drugs to pregnant 
molh^. Premier Mtashi questioned the fact that ^'^[a]s a Premier who 
heads a legitimate Government. I must ask myself as our posterity will 

undoubtedly do. what went wrong in South Africa for a judge to have to 
order us to have a plan and re-prioritise in order to save our children, " 
admitting that "[cjertainly, history will judge us harshly 

Aspiring to the Brazilian Model 

"If we can get cold coca cola and beer to every remote corner of 
Africa, it should not be impossible to do the same with drugs" 

- Mr Joep Lange, founder of PharmAccess Foundation 

175 Government of the RepiUflic of South Africa v. Grootboom, 2001 (1) SA 46 (CC), 
para. 41 

176 Premier Mtshali, State of the Province Address, February 25. 2002. cxii act available 
at bttp:/Mww.afroLcoiii/Coautnes/Sautl|.^rica/dociuiieut^^ 



Copyrighted material 



[ T he Strugg e for Access to Treatment for HIV/AIDS in India 



Li trying to achieve this, the expensace of Brazil cannot be overlooked. 
Brazil can be viewed as an example for other economically-similar 
states. The number of individuals receiving ARV treatment stands at 
100% of registered AIDS cases, and represents 20% of the estimated 
number of PLHA.^^^ Brazil's estimated HIV/AIDS prevalence - 0.7% - 
is comparable to that of India which is estimated to be 0.36%, although 
there are variances betweoi districts and states J 

Universal access in Brazil has relied not only on the ])atentetl drugs but 
on the generic version produced w ithiii the country hy publicly owned 
companies According to certain estimates, the cost of the required 
aiitiretroviral treatment would increase by as nuich as 327( were it to 

1 SO 

depend solely on patented imports. By constantly threatening use 
ol the 'national emergency' clause provided lor under the TRIPS 
Agreement, and through repeatedly thrcalening parallel importing as a 
likely occurrence, Brazil has effectively aiid consistently managed to 
control the costs of antiretro viral druss. Evidence of such successful 
manoeuvring is that the average individual cost per day ol ARV between 
1997 and 2000 reportedly decreased by 37%. The fact remains that 
accessibility to the necessary drugs has had hugely positive effects, 
with AIDS -related mortality for the period to 2003 decreasing by as 
much as 50% J®^ 

While the model constructed by Brazil is not easily rc])lic ikd in 
countries such as India, ihc example oITlms inspiration for establishing 
appropriate life-savitig solutions. ' Brazil iia.s an up-to-daie sysleiii in 



177 LaiiL'c". J . Transcript of the Closing Ceremnnx of iJu- XIV Jnlcrnationai AIDS 
Cunjerciu e, 2002, available at littp;//www.kaiseniel\vork.org/aids2(X)2/traiiscript/ 
tnuiscript_webcast_l 2_a Jitml 

178 BrazUian Ministry of Health, BmziUan STD/AIDS Policy, National STD/AIDS 
ftognunme. 2003. The latter figoie is extncted from die estimate of 600,000 positive 
persons. 

1 79 UNAIDS, Epideuiic Update 

1 80 Oliveini-Cniz. V.. Kowalski, J., and McPake B., The Brazilian HIV-AIDS 'success 
stocy* - can others do it?' (2004) 9 Tropical Medicine and International Health 292, 
at 295. 

181 Szwarcwald. ( \L.. The iininu i ofiuilioiuil production oj ARV drugs on the cost of the 
/V/eV therapy in Brazil, 1997-2000, Paper Preseiiled at iLe XIV lutematioiial AIDS 
Conference, 2002. 

182 Note 79, si^^ni 

183 Medecins San Frontieres (MSF), 8,000 deaflis a day. Washington Post [editorial], 
Maich 26, 2004, at A22 
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operation, offering treatment free of charge in the public health system. 
Brazil's position has not been widiout problems however. In 2001, 
Brazil was involved in disputes regarding access to required medication. 
In accepting a request from the United States for a review panel, the 
WTO was set to delve into the issue of Brazil's intention with regard to 
the domestic production of antiretroviral drugs. However, in June 2001, 
the United States witfidrew the complaint and request for a panel. 

In September 2003, a presidential decree was signed which allowed 
generic drugs to be imported.^ The ability to import a generic 
variant considerably increases the strength of Brazil's bargaining 
position in negotiations with the patent-holding pharmaceutical 
companies. Following this, in January 2004, the Brazilian National 
AIDS Program announced that successful negotiations had been 
completed to obtain a wide-ranging package of antiretroviral drugs 
at significantly reduced prices, with savings estimated at around 
US$100 miUion for 2004 alone.^''^ 

Wilhin Brazil, free and uni\cr.sal access to HAART has been available 
since 1996. HAART is provided for s\ mplomalic. positive persons 
without reference to their viral load count and to asymptomatic persons 
with CD4 counts of below 200/nun"^. HAART is considered for 
asymptomatic persons witli a CD4 count of between 200/nun3 and 350/ 
mm-' on a case by case basis. From a figure below 40,000 in 1997, 
reportedly 180,000 of the estimated 600,000 positive persons in 2006 
were receiving the necessary treatmoit^^^ 

Speciticallv . the ])er perstm per year ("PPPY") prices lor many of the 
relevant patented drugs, such as elavirenz, nellinavir, tenofm ir and 
lopinavir 133mg with ritonavir 33mg declined by over 50% between the 



184 Decrcto NilnuTo 4.830. niano(Yi< ''iI (Jo ^^wnn. September 5. 200.3;: I 

185 Kaiser Nelwork.org, Brazil ^ Nulioiial STD/AiDS J'rogratnrne Announces LcirgeM 
Drug Price Reduction Deals in Five Years. Menlo Park, Califomia: Henry J. Kaiser 
Family Foandation; January 20. 2004. available at hnp:/Avww.kaisemetwQric.oi:g/ 

daily_repoil s/pri nt _repoit.cfin MlR_ri)=2175l &dr_cat= 1 

186 Niinn. Amy S., Fonsec;) et al l.yolution Of Antiretroviral Dnit' On/v Brazil in 
the Context of Free and Universal Access to AIDS Treatment (2001) 11 PLOS 
Medicine 1. 

1 87 National STD and AIDS Program of Brazil, Sau ' de assina acoirdo para reduzir prec 
ode anti-rettroviral. Brasilia, 2007. available at Iittp://www.sabeiviver.oig.br/index. 
Fhp?s_op«anti-retiovinil 
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period 2001-2005. In particular, the decline firom the first offer PPPYs in 
2003 for Nelfinavir and Efavirenz are at 69% and 77% lespectiiiUy.^®^ 

Whilst Brazil is held up as a ut)c)d exaiiii)le of a public health HIV/ 
AIDS pro^iramme. it cannot be said that there no longer exists a constant 
struggle to niaiiilaiii low prices. Between 2003 and 2005, the cost of 
HAART supply increased by a factor of 2.5. lu isolating the periixl 2004- 
2005. w hile the uuiiiber ol patients increased by a mere S7( . the cost of 
HAART doubled, In this period, there has also been an increase in the 
standard of care . including the replacement of locally produced generic 
drugs with newer patented antiretroviral drugs. 

Whereas the price of generic antiretroviral drugs in the international 
marke^lace have fallen substantially, such prices in Brazil have 
constandy risen since 2003. One explanation for this is the fact that 

75% of the cost involved in the production of a drug stems from 
the active pharmaceutical ingredients.^ ^° The domestic, public, drug 
production facilities in Brazil do not conduct chemical synthesis to 
produce active pharmaceutical ingredients ("APIs"), and most of the 
necessary supply is met by imports from China and India. Nonetheless, 
the cost increases in generic production are still small in scale, 
compared with the savings accumulated in the price reductions which 
have been attained in negotiations for the patented medication. The 
recent decision by Brazil to issue a compulsory licence and import 
generic elar\ n'en7 signals that Brazil intends to coniinue its bulli.sh 
bargaining stance regarding drug pricing. 

Brazil has managed to attain such price reductions only through taking 
international political risks and threatening compulsory licensing. Brazil 
has trodden a path that otfiers nmst follow if similar prices are to be 
obtained for their own countries. Thailand, for example, has done so and 
issued compulsory licences for antiretroviral drugs in 2006 and 2007.^'^ 



188 Note supra 

189 Ibid. 

190 Pinheiro, E, A. et al. (2006) 'Exanuiung die prodnctioii costs of antiietioviral 
dnigsi 2006) 20 AIDS 1745-52. 

191 Included within these dmgs weie lofunavir and efavirenz. 
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CHAPTERS 



Patent Law and Access to 

Medicines 

Background and significance 

Several interrelated fsu^tors determine access to essential drugs, including 
drugs to treatHIV and opportunistic infections. Among them are cost, supply 
management, drug selection, legislation and regulation, manufacmring 
constraints, and research and development decisions.^^ Since effective 
treatmoit for HIV/AIDS is relatively new, most of the antiretioviral drugs 
created to treat ADDS remain under patent J ^ Since patent protection 
prevents generic competition, it leads to an increase in the price of HTV/ 
AIDS treatment and thereby limits availability and accessibility. 

A patent is a set of exclusive rights granted hy a stale to a patentee 
(the inventor or assignee) lor a fixed period ol time in exchange lor 
the regulated, public disclosure of certain details of a device, method, 
process or composition of niaiter (known as an invention i w hich is new, 
inventive, and uselul or industrially applicable. A patent provides the 
right to exclude others from milking, using, selling, offering for sale, 
or importing the patented invention for the term of the patent, usually 
20 years from the filing date. A patent is, in effect, a limited property 
right that the Government offers to inventors in exchange for their 
agreement to share die detaib of their inventions with the public. Like 
any other property right, it may be sold, licensed, mortgaged, assigned or 
transferred, given away, or simply abandoned. To put it diffmraitiy, it is a 
monopoly right created in favour of somebody with the sanction of law. 
The are two kinds of patents: (i) process patent and (ii) product patents. 
A process patent gives the owner exclusive rights over the manufacturing 
process, not the product itself. In other words, anyone can make and sell 
the particular product, provided they use a different process to make it. A 
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product patent prevents others from manufacturing, selling, distributing 
or importing the patented product — even versions produced through 
different processes - without the patent holder's authorisation. A patent 
is a set of exclusive rights granted by a state to a patentee (the inventor or 
assignee) for a fixed period ol lime in exchange for the regulated, public 
disclosure of certain details of a device, method, process or composition 
of matter (known as an invention) wliich is new, mventive, and useful 
or industrially applicable. A patent provides the right to exclude others 
from making, using, selling, offering lor sale, or importing the patented 
invention for the term of the patent usually 20 years from the tiling 
date. A patent is. in effect, a liiiiiied property riglit that the Government 
offers to iin eiuors in exchange for their agreement to share the details of 
their inventions with the puhlie Like any other property right, it may be 
sold, lieeused, mortgaged, assigned or Irmislerred. given away, or sim])ly 
abandoned. To put it differently, it is a monopoly right created in favour 
of somehody with the sanelion of law. The arc Iwo kinds of patents: (i) 
pn>cess p<Uent and ( ii ) product patents. A process patent gives the owner 
exclusive rights o\'er the manufacturing process, not the product itself. 
In other words, anyone can make and sell the partieular product, provided 
they use a different process to make it. A product patent prevents others 
from manufacturing, selling, distributing or importing the patented 
product -> even versMms produced through dififer«it i»rocesses ^ without 
the patent holder's authorisation. 

HIV/AIDS is quite recent in medical history, and therefore most of the 
drugs created especially to treat HIV infection are proprietary i.e. still 
under patent^^ This rrad^ treatment less affordable than it would be if 
the required drugs had generic alternatives available. As patmt protection 
allows exclusive ri^ts to an invention and prevmts generic con^tition, 
it is one of the causes of limited availability and affordability of drogs in 
certain parts of the world. As for drugs to treat or prevent opportunistic 
infections and malignancies, a number of anti-infective agents needed by 
people living widi HIV/AIDS also remain under patent in many countries. 
Th^fore, the question whether a drug is under patent protection is of 
significant importance for drug procurement^^' India has had a vibrant 
gmeric industry since 1970, when it amiNided its existing patent Act 



194 See, for example, hnp://www.ipanstndia.gov.aii/pateiit8AvhaUnd^shti^ for further 
details 
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to disallow patent protection for pharmaceutical products. India 
has been and remains the producer of choice for medications in most 
developing countries, producing medicines of assured quality that meet 
all international standards, at the lowest costs and liigliest volonics 
In recent times, the most striking success of Indian pharmaceutical 
companies has been their ability to provide access to HIV/AIDS drugs 
at an affordable price. 

Indian Patent Legislation and Generic Drug 
Manufacture in India 

The n)7() Indian Patent Act (1970 IPA) prohibited patent protection 
for pharmaceuticals, food or agrochemical products, reduced validity 
periods of process patems trvMii 20 years to 7 years, and introduced 
automatic licensing. In addition to this landmark patent legislation, 
the hulian Goveriinicnl placet! import restrictions and tariffs on critical 
inputs and finished dru^: lormulations coming from other countries. 
The Govenimeut also strictly eulorced ratio requirements. \v here imports 
of bulk drugs had to be matched by purchases from domestic st)urces at a 
certain fixed ratio. The national Government also passed the 1970 Drugs 
Price Control Order, introducing price controls making it less profitable 
for foreign firms to sell patented drugs in die Indian market^^ With 
support from such a strong and favourable regulatory enviromnent, the 
Lidian pharmaceutical industry exploded widi finished fommlations 
and APIs post- 1970. By 2004, the domestic pharmaceutical maiket in 
India was worth approximately $4.3 billion, three-quarters of which was 
supplied by Indian firms. 

By 1991 Indian companies accounted lor 70'r ol bulk dnigs and 809( 
oi lornudations produced in the country, cpiite a ieat considering India s 
large market size. Generic ARV drugs mauulactured in India were also 
pre\'alenl in the Ireatmenl oi HIVVAIDS in the developing world As of 
2005, India supplied 22% oi the world s generic drugs and a signilictuit 

196 Bakex; Biook K. ^ Intliu 's 2005 Patent Act: Death by Patent or Universal Access 
to Second- and Future-Gaierution ARVs?" Backgraund paper. Health Gap; Global 
Access Project. 2005 

197 Ibid. 

198 Jcaii O. Laajouw. "Tlie Iiilioduclion of Pliannacculical Pioducl Patents in India; 

Heartless Exploitation of the Pooi and Sullciing?" " Economic Cuowili t'entci 
Discussion Paper No. 77S (New Haven: Yale Univemty, 1997) 4. 

199 Ibid. 

200 Ibid, at 4 
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poition of the vaccines made for tlie developing wm'ld. However, 
with India's adoption of the TRIPS Agreement, and the consequent 
amendments to the 1970 IP A, the generic manufacturing industry was 
placed in a period of transition, threatening access to treatment. 

India adoplccl the TRIPS Agreement in 1995, hul was given a ten-year 
window to relorni its iiitcllcclual properly regime, culminating in the 
2005 (Amendments I Indian Patent Act (2005 IPA). The amendments 
implemented a number of changes to hidia's patent system including, 
most notably, product patents. Under the 2005 IPA, inventors are now able 
to patent the pharmaceutical products they develop, and prevent generic 
manufacturers from producing or selling these drugs without license for 
the duration of the patent (usually 20 years).^ Two categories of generic 
products remain legal in the Indian market: (i) generic copies of products 
already off-patent in regulated markets; and (ii) gen^c versions of 
products patented before 1995. These two categories comprise ovtr 90% 
of die products on the Indian market, including many first-line ARV 
drugs.^ ^ Whilst many of the ARV drugs currently produced in India 
were developed prior to 1995, and will tho-efore escape this legislation, 
it has significant inq>lications for the availability and affordability of any 
drugs produced after that date. 

(ieneric versions of products patented after 2005 are generally considered 
illegal, and not allowed in the Indian market These new patent 
monopolies in India could prevent the generic produclion ol newer, nn)re 
ex]iensi\ e combinations of AR\ drugs ('\second-line treatment ) needed 
lor PLH As that become resistant to lirst-linc ircaimciit. I hough patent- 
protected ARV drugs are relatively few in number, they still represent 
a very large percentage of health and treatment budgets. For example, 
of the 14 ARV drugs on the Brazilian National AIDS Programme, three 
new single-source products accounted for 63% of the total programme 
costs in 2003.^ The provisions in the 2005 IPA have clearly spelled 
out the status of generic versions of drugs invented before 1995 and after 



201 CSieri Grace, "A Briefing Paper for DFID: Update on China and India and Access to 
Medicines" (London: DFID Healdi Resoane Centie, 20QS) 8. 

202 Soicha OTaiToll. '"Iniporting hidian (Jeneric Dmgs Following TRIPS: Case Studies 
fn^m Zambia and Kenya," Online: Accessed on 7 July 2008, littp://www.law. 

utoronlo.ca 1. 

203 Cheri Grace. "Tlw Effect of Changing InleHedual Property on Pharmaceutical 
Industry Prospects in India and China: Considerations for Access to Medicines^ 
(London: DFID Health Systems Resonive Centre, 2004) 31. 

204 http://contenUiealdiaffair8.Qr^cgi/content/fiiU/23/S/279-a 
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2005. What about drags that are invented and/or patoited within the ten- 
year transition window? 

Dmgs ]Kiteiited btlween 1995 mid 2005 (during the ten-year TRIPS 
iniplenienlalion period) were placed in a ""mailbox" lor review lor palenl 
approval in 2005. If a patent had been granted for the drug in another 
WTO member country, its owners could be gnuUed Exclusive Marketing 
Rights (EMR i until a decision was made on the patent application. EMR 
give the palenl owner the exclusive righl lo sell or distribute llie product in 
Lidia for a period of five yems, or until the patent application is accepted 
or rejected, whichever comes first. EMR offer rights very similar to that of 
patents, and in many ways, contain even stronger monopoly provisions, as 
they are easier to obtain, and do not hawe to go through the same rigorous 
examination and opposition process that a patent does. 

Under section 11A(7) of the 2005 IPA, a product "in the mailbox" 
can continue lo be commercialised, even if the branded original has 
been granted patent protection, provided thai the domestic generic 
manufacturers pay a "reasonable royalty" to the patent holders. How ever, 
the patent-holder shall only be entitled to receive reasonable royalties 
from such enterprises which ha\ e made a significant investment, were 
producing <ukI marketing the concerned product prior to January 1, 
2005. and continue to manufacture the product covered by the patent.^ 
If a manufacturer is able to meet these recpiiremenls, a pharmaceutical 
company/patent owner would be unable to bring an infiingemeiU claim 
against the generic company, but (^nl\ demand leasonahle r(\valties. 
Nolwithslanding this provision, the iunciulmcnls made in the 2005 1P,\ 
strengthened the protection of intellectual property rights, especially 
with regards to pharmaceutical products. What are the implications of 
this for Access to Treatment? 

The 2005 Indian Patent Act and Access to Treatment 

proponents of TRIPS argued that the 2005 Amendments to the IPA would 
allow local Indian companies to increase foreign investment, receive 
a transfer of technology and focus research and development on local 
diseases, thereby oihancing access to treatment Howevor, the evidence 
has shown otherwise, with hidian generic manufacturers increasingly 
turning their attrition towards more lucrative foreign maikets and 
the diseases of developed countries. Ova-all, evidence shows that 



205 The Patents (Amendment) Act, 2005, The Gazette of India. Part II. Section 1. (2005) 
s, 11A(7). 
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implementation of stringent patent riglits in developing countries has had 
a negative impact on access to treatment, especially for PLHAs. 

The treatment process for PLHA is usually complex, often involving 
multiple drugs iii a process called "comhinadon therapy." Under this 
treatment procedure, all the drugs have to be taken in combination m 
order to maximise effectiveness (see Chapter 2 for fiirther detail). The 
use of multiple drug therapies is generally considered superior to single- 
drug therapies, because it increases the chance of reducing development 
of drug-resistant strains of HIV by cancelling out mutations against other 
drags. Lack of access to one drug in a combination lHasitipy tfiraefore 
precludes effective treatment for a large number of PLHA. A case in point 
is the WHO-recommended fixed-dose combination of d4T/3TC/NVP, 
a combination of graeric ARV dnigs. According to the humanitarian 
medical aid agency Mddecins Sans Frontieres (MSF), this generic triple 
combination therapy costs 26 times less than using the originator's triple 
therapy of TDF+dJl+LPV7r.^°^ Despite the fact that NVP and d4T are 
off-patent as individual drugs, Glaxo-Smith-Kline's ( GSK i patent on the 
ARV 3TC hlocked the availahilitv of the sinmlest and most altordable 

* 207 

AIDS treatment available worldwide. 

Lack of access to one drug in a triple combinatioii dierapy encourages 
Govemments to consider below-optimum combinations as the thenq>eutic 
choice, leading to potentially disastrous consequences. For example, 
the exclusivity afforded by intellectual property protection made 3TC 
unavailable in China, and the Chinese Government consequently promoted 
atherapeutic treatment regimen that excluded 3TC It is clear thataccess 
to proper an ti retro viral treatment is limited due to the high costs associated 
witli patented ARV drugs. This is exacerhated hy the fact that ARV drugs 
as a class experience a high speed of product development, due to emerging 
resistcuice. Drugs in this class have little dierajieutic competition with older 
drucs that esseniiallv hecomo ineffective due to viral resistance." ' With 
new w aves of ARV dmgs heini: pioiluccd to combat resistance access to 
proi)cr irealment will only worsen as ihcrsc new dnigs are subject lo patent 
protection iuid the niont>pt)ly pricing ])o\\ er associated with it. There are, 
however, some safeguards within the 2005 IPA (such as coniinilsory 
licensing) that prc\cut complete patent monopolies in order lo ensure a 
minimum level of access to treatment. 



206 Note 209, jupra, at 19 
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The Price is Right: Exporting Generic Drugs to the 
Developing World 

With the grow th ol the hidimi pharmaceutical industry in tlie 1970s, 
hidian iieneric manufacturers developed cheaper versions of various 
palciUcd drugs and moved aggressively into the global market once the 
international patents expired. As the Indian generic manufacturing 
industry expanded rapidly during this time, il became a major international 
supplier ol drugs to countries where these products could be marketed 
legally because they had not been patented locally, usually developing 
C(nmtries.^^^ With overall proiluclion of S7.3 billion (finished product 
domestic consumption plus exports i, Indian linns produce approxini.ilely 
1.59f of the global pharmaceutical market of $480 billion. This small 
share in value terms belies the importance of the Indian industry in 
volume terms, estimated at more than 20% of global consumption.^ ^ 

The export statistics furthei illustrate the importance of the Indian 
pliarmaceutical industry to developing countries around the world. In 
2003» 40% of India's finished products and 60% of India's APIs (active 
pharmaceutical ingredients), by value, were exported. Out of these 
exports, 44%, by value, went to highly regulated markets (i.e. USA, 
Europe, Japan and Australia), while the other 569f went to less regulated 
markets, a category which applies to all developing countries. 
These exp(>rl trends illustrate the comparative advantage of India's 
generic manufacturing industry: lower costs leading to lower prices for 
pharmaceutical products. 

In 2004, India's drug prices were among the lowest in the world, even 
in prnvhasing power parity (FPP) terms. In a study comparing the prices 
between India and other countries y/hexe patent protection exists, the 
evidence indicates that in some cases drugs are up to 41 times more 
esqiensive in countries widi patent protection. For example, a study 
by an Internationa] Monetary Fund (IMF) economist r^rted that drug 

210 Nilesh Zacbahas <k Sajideep Farias, "Patents oiid the ludiaji Plianuaceutical Industry," 
Basiness Briefing: Fhaimageuerics (2003) 2 

2 1 1 Jchn H. Barton, *TRIPS and the CHobal Fharmacentical Market" 23:3 Health Affairs 

Stanford: Project Hope. 2004) 147. 

212 Note 208, at 13 

213 Ibid., al 14 

214 K. Baiasubramaniam, "'Access to Medicines and Public Policy Under TRIPS," Inxding 
in Knowledge: Devdopment Peirspectives on TRIPS, Trade and Snstainability, eds. 
Cliristophe Bellmann. Graham Dntfidd and Ricardo Mdendez-Oitiz (London: 
£arthscan,2003) 137 
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prices in Malaysia, whoe patent protection exists, wcfe fiom 20 poicent 
to 760 percent liiglier than in India.^^^ According to the MSF pricing chart 
below, ARV drogs from leading Indian generic companies such as Cipla 
niul I letero were among the ]< v i t. if not the lowest, in terms of pricing in 
the leading global pharmaceutical markets. Further information available 
from M^decins Sans Frontieres set out ol Table 9 below^^^ shows that, 
wliilst there has been some evening out of prices amongst manufacturers 
Of generic drugs, Indian manufacturers remain among the cheapest. 

Table 9: Prices of ARV Drugs (Proprietary vs. Generic) 
in Leading Global Pharmaceutical Markets 
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Sonice: Udo von Schoen Angerer, David WOson, Nafhan Ford and Toby Kasper, "Access 
and Activism: Hie Ethics of Antiretiovirtd Therapy iu Devdopiug Countries." 15 :5 AIDS 
2001 (London: Lippincott, Williams & Willdns. 2001) S8S. 

The spreadsheet al A[^pciulix B compares the price ol common ARV 
drugs in various coiiiiiries, broken down into a public/pri\ ate sector 
dichotomy. With the data avaihible, the chart shows thai India is among 
the least expensive provider of generic ARV drugs around the world. 
Widi such a significant price differential, Indian generic manufacturers 
strategically serve the high-volume, low-price segment of the 
pharmaceutical market. 

There are also benelils associated u ilh the Indian iieneric manulacturini; 
industry that extend hcyoncl the price of the generic drug itself. In addition 
to direct supply. Indian generic drugs have an impoilanl indirect effect 
on the conipetili\ eness of the niarkelplacc lor .ARV drugs. Competition 
from generic drugs has been credited with reducing llic cost of ARV 



21.5 Ibid. 

216 hltp://uirochaugeiudia.org/iudex2.pkp?opdou=CQm_couteul&do_4)dI= l&id=607 1 
116 
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drags for a single pati«it from as much as $15,000 USD per year to 
as little as $150 USD per year.^^^ This downward trend of ARV prices 

has occurred ttirou^out the world Tn Brazil. ARV prices came down- 
by 82% within 5 years after Brazil initiated local generic production - 
based primarily on API supply from India - facilitating free universal 
treatment to Brazilians who needed it.^^^ 

Anodm: meaningful indicator of diis phenomraion would be the effects of 
**generic entry" on the prices of drugs coming off patent. For a graphical 
representation on the effects of generic competition on the prices of 
drugs, please see Figure 3 below: 

Figure 3: Price Trends of Triple Combination Therapy 
With Increased Generic Competition 




Tlic effects of generic composition: suiuplc .AIDS triple cuiubiiiatioii at lowest world prices 
(stavudtne, laiTiivudine. and nevirapine). The price of AIDS triple therapy for developing countries 
fell from US$ 10000 per put lent per year to US$ 3S0 in 1 year due to getusic competition. 
Source: Tido von Schoen Angerer, David WOsooi, Nalban Ford and Toby Kasper, "Access 
and Activisin: Hie Ediics of AntiretiDvinil Therapy iu Developing Conntries " 15:5 AIDS 
2001 (London: Lippincott, Williams & Willdns, 2001) S86. 

A New Direction Ibr Access to Treatment in the 
Post-TRIPS World 

With the introduction of product patents on all drugs invented after 
January 1, 2005, Indian generic companies could no longer "reverse 

217 Note 207, supra, at 1 

218 Note 208, supro, at 15 
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engineef^' any drug that was patoited elsewhere in the world. Widi a lack 
of product-related research and development (the focus of the Indian 

generic induslr}' was on prt^ess-related research and developmenO, 
much of the Indian generic industry was consolidated into a smaller 
number of companies. To compensate for loss of revenue, many Indian 
pharmaceutical companies expanded their generic drug exports, either as 
suppliers or through joint venture agreements with foreign companies, 
usually in developed countries.^^^ More and more Indian companies have 
increased their emphasis on exporting to the more profitable regulated 
markets, as ev idenced by the large concentration of U.S. Food and Drug 
Administration ( FDA )-approved nianuracluring plants in India — more 

220 

than any other country in the world besides die U.S. itsell. 

Even with this trend towards producing drugs for developed 
countries and "first world diseases/* there is still flexibility within the 
present intellectual property regime to ensure access to treatment in 
developing countries. 

Patent Opposition: A Key instrument Within the 
Framework ol TRIPS 

With the adoption of TRIPS, it was imperative that member countries 
implemented a proper procedure to scrutinise the thousands of patent 
applications submitted to patent offices every year. The 1970 IPA 
provided a detailed pie-grant oppositicm procedure to avoid wrongful 
claims by scrutinising claims before a patent was granted. Over a period 
not exceeding 18 months, the complete specifications of die product 
were to be made open for public insp^tion, and any interested person 
could oppose the grant of the patent on certain specified grounds.^^ 
However, Section 25 of the 2005 IPA has diluted these provisions into 
a primarily post-grant oppositicMi procedure. There are 1 1 grounds on 
which a patent can be opi^n cd, but this can only be done within one year 
after the patent has already been granted. India's pre-grant opposition 
procedure is restricted to only two grounds: 1) non-con^liance widi 
patentability requirements (including novelty, inventive step and 
industrial applicability); and 2) non-disclosure or wrongful disclosure 

222 

of genetic resources or traditional knowledge^ With limited pre-grant 
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221 Chaudhuri, Saudip, "TRIPS and Changes in Phanneuxutical Patent Regime in bidia" 
Woridng P^yer No 535. Janoaiy 2005, India hislilnte of Nfa^ 

222 Ibid. 

Copyrighted material 



The Struggle for Access to Treatment for HIV/AIDS in India B 

opposition mectianisms, there exists the possibility that patents could be 
granted without extensive examination and scrutiny by die public. Once 
an application satisfies all the requirements of the 2005 IPA, a patent is 
granted expeditiously and published in the official gazette. It is only then 
that the patent is opent-d for public inspection, whereas this process 
previously took place before the granting of the patent. 

Despite these limitations, there have been a number of successful 
patent opposition cases that have been pivotal to enhancing access to 
treatment in India. 

An opposition brought in respect of Nevirapine syrup set an important 
precedent for all future ARV patent oppositions in India The Indian 
Network for People Living with HIV/AIDS (INP+) and the Positive 
Women's Network (PWN) filed a pre-grant opposition for the patenting 
of Nevirapine syrup, a paediatric drug used to treat positive children 
who are unable to swallow conventional ARV drugs. On June 1 1, 2008, 
the Indian Patent Oflice rejected the patent application of the German 
pharmaceutical company Boehringcr Ingclhcim. based on both technical 
iuid public health grounds. Sj^ecilically. the patent oflice found that the 
syrup formulatiou of Nevirapine was merely a new Ibnn of a known 
dnig that was first invented in 1989, well heloic the TR1PS/200.S IPA 
patent cut-ofl dale of 1995. This decision aflirnied the intcrjiretalion that 
India s current ]Kitent law does not consider im])rovements or new ftirins 
ol known medicines to he patentahlc."" More nnportantly. the ruling 
called into tjucstion the jnactice of ""e\ ergreening," where ]iharmaceulical 
companies make minor variations to existing medicines in unlcr to 
extend their patent monopolies for as long as possible. In the aftermath 
of this landmark ruling, there is renewed hope for tlie ongoing patent 
oppositions regarding other ARV drugs in India such as Atazanavir, 
Efavirenz, Valganciclovir and Tcnofbvir, among others. 

Another important victory was iichieved in August 2006 when 
GlaxoS mithKline (GSK) aimounced Uiat it would withdraw its patent 
application for the ARV Combivir, a critical fixed-dose combmation of 
two existing drugs - zidovudine and lamivudine. The withdrawal w as in 
response to a patent opposition tiled by INP+ and the Manipur Network of 
Positive People who claimed the dnig lacked no\elty, was not inventi\ e 
and w as ihcrciore not patentable. GSK has since pulled out patent 

223 Medecins Sans Frontieres, "Pre-Grant Opposition Victory in India" Campaign 
for Access to Essential Medicines. Online: Accessed on 23 July 2008 h ttp://www. 
accessmed-msf.org/main/access-patents/pre-srant-opposition-victoiy-^^ 
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appEcadons for two other ARV drugs in India • Abacavir and Trizivir — 
much to the leUef of mv patients and generic firms across the coumry."^ 

These two India rulings demonstrate the pt)tential ior pre-grant and/ 
or posl-granl opposition procedures to enhance access to trealnienl by 
controlling patent monopolies, which invariably drive drug prices np. 
The Goveniments ol devek)ping countries should partner with civil 
society to ensure the patent opposition procedure is open, transparent, 
accessible, iuid geared towards the interests ol public liealth iirst aiid 
foremost. 

Looking Back to the Road Ahead 

When it passed the 1970 IPA. it w as clear tlial the hulian G(n ernment's 
policy was geiued towards [)rotection ol public health lUuI ihe expansion 
of the ludiiui generic manufacturing industry. Evidence shows this 
strategy was hugely successful m mcreasmg the number of generic 
drugs available, lowering prices of ARV drugs (either directly or 
indirectly dux>ugh competition in the marketplace) and enhancing 
access to treatment, especially for developing countries that lacked the 
manufacturing capacity to produce their own gencnc drugs. Howev^, 
with India's admission into the WTO and die adoption of TRIPS, the 
country's pioneering intellectual property regime was harmonised widi 
that of the rest of the developed world. Product patents were allowed, 
and large multinational pharmaceutical corporations wa« able to 
monopolise ownership of ARV drugs, driving prices up. The Lidian 
generic manufacturing industiy is now in a phase of transition, and we 
need a new strategy for ensuring access to treatment in die post-TRIPS 
world. The TRIPS Agreemisnt itself contains flexible mechanisms 
for balancing access to treatment with the preservation of intellecmal 
property rights, such as compulsory licensing, parallel importation and 
patent opposition procedures. However, these instruments will inherently 
be limited in enhancing access to treatment because ihe\ Mill opiate 
within the framework of TRIPS and die dominant intellectual property 
regime. The Indian Government is at a crossroads — it must ask itself 
whether the best interests of the country lie inside or outside the global 
TRIPS framework. The lives of millions of PLHA in the developing 
world depend on the answer. 

224 Khomba Singh, 'GSK Drops Claims on Two AIDS Medicines" The Econouiic 
Times, 7 December 2007, Online: Accessed on 23 July 2008 h t^iZ/economictimes. 

ijidiatiiiies.coiii/News/News_By_Industry /Healthcare ^Biotech/Fliaiiiiaceaticals/ 

OSK^diop8_daims_oajtwojMd8_piedlici]ies/aiticksliow^ 
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Note: Bold name is the generic name. Italic name is the brand/trade name and the 
name in parenthesis is the short-hand acronym used to refer to the generic drug. 

Class, Drug, Originator 

NRTl abacavir (ABC) Ziagen Glaxo Smith Kfine (GSK) 

NRH didanosine (ddl) VidexBrntoVMyea Squibb (BMS) 

NRTI didanosine (ddl) Videx EC BMS 

NRTl emtricitabine (FTC) Emtrival GUead 

NRTl lamivudine (3TC) Epivir GSK 

NRTl stavudine (d4T) Zerit BMS 

NRTl zidovudine (AZT or ZDV) Retrovir GSK 

NiRTI tenofovir disoproxil fumarate (TDF) Vir«<u/Gilead 

NNRTIs efavirenz (EFV) Stocrin 200 mg Merck, BMS owns tights in N. 

America & 5 European countries as Sustiva 

NNRTIs efavirenz (EFZ) Stocrin^ nig Merck 

NNRTIs nevirapine (NVP) Viramune Boehringer Ingelhdm (BI) 

Protease inhibitors atazanavir (ATV) Reyataz BMS 

Ptotease inhibitors indinavir (IVD) Crixivan Meick 

Protease inhibitors nelflnavir (NFV) Viracept Pfizer, but Roche has 

international contract 

Protease inhibitors lopinavir-ritonavir {LPW/i) Kale tra Abbott 
Protease inhibitors saquinavir (SQV) I ortovase or InviraseRoclM 
Protease inhibitors ritonavir Norvir Abbott 

Co-formulated combinations, Originator(s) 

tenofovir/ efavirenz/ emtricitabine (TDF/EFZ/PTC) (In development) Gilead 

& BMS (with Meick) 

tenofovir/emtricitabine (TDF/FFC) Truvada Gilead 
lamivudine / zidovudine (3TC/AZT) Combivir GSK 
abacavir/ lamivudine / zidovudine (ABC/ 3TC/AZT) Trivizir GSK 

lamivudine / stavudine /nevirapine (3TC/D4T/NVP) GSK/BMS/BI [no 
originator product - made by generic conqpanies] 

zidovudine/lamivudme/nevirapine (AZT/3TC/NVP) GSK/BI [no originator 
pfodvct - made by generic conqianies] 

stavudine/ lamivudine (D4T^TC) BMS/GSK [no originator product - made 
by gmeric companies] 

Update on China and India and Access to Medicines 42 
DFID Health Resource Centie September 2005 
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Annexure 1 



Antiretroviral drugs supplied by the National AIDS Control Organisation 
to ART Centres nationwide, and available free of charge to those in 



S.No. 


ARV DruB CombiniitiQn Containinff Inffredients 


No. of Tablets 


1 


Two drugs oombiuation tablets oantaining 
Stavudine 40mg plus Lamivudine ISOmg 


6120 


2 


Two drugs combination tablets containing 
Stavudine 30mgplus Lamiviulinc !>(img 


680 


3 


Two drugs coiiibuiatiou tubleit; toutuuiiug 
Zidovudine 300ing plus Lamivudine ISOmg 


10200 


4 


Three drugs combination tablets containing 

Stavudine 30mgplus Lamivudine ISOmg plus Nevirapine200ing 


20160 


5 


Tliiee ilnigs comhnialirni t.ihlets containing 

StiiviKliiie 40ing plus Lamivudine I50mgplus Nevirapine 200mg 


2240 


f) 


Three Jrugs combination tablets containing 

Zidovudine 30flnig plus Lamivudine LSOmt' plus Ncvirapinc 2nDmi.' 


Willi) 


7 


ToMet Nevtr^iie JOOgg 


1200 



225 lit^:/Airww.]iacooidine.org/apload/Care%20&%2()Tre^^ 
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Annexure 2 



Antiretroviral regimen and dosages recommended by the National AIDvS 
Control Organisation^^' 



! fiiwmiuUM •m. . 

:i^wi , ii r^ i «iri 



I |t»iinrt.<»vt 



IttL. 



Mil 11^ ••*> ■ 



it»jaMMrti*iM<inii 




III U«»» tlM»>«<i 

^iMnMMH Mtti wvniMur i4<» too rro 



lisiliiflliiaw'iMy 
Km. luu mtt 



226 hi tp: //www. nacoonlinc.org/upload/Publication/Treatnienl%20Carc%20and%20.support/ 
Antirctroviral%20Thcrapy%20Guidclincs%20for%20HlV-Infcclcd%20Aduils%20and%20 
Adolcsccnts%20Including%20Post-cxposurc.pdf 



Annexure 3 



Antiretrovira] regimen and dosages recommended by the World Health 
Organisation'" 



Nucleoside reverse tiaascriplase inhibitors (NsRTI) i 


Ahacavir i ABC) 


talMot MM niii. oral solution !()() mg/5 ml 


. Didaiiosine iddl) 


tablet 25 ni^;. lUU mg, 150 mg, 2UU mg 


Lamivndiiic 1 3TC) 


tablet 150 mg, oral solution SO mgf5 vol 


Stavudiiie (d4T) 


capsule IS mg, 20 mg, 30 mg, 40 mg, oral solution 
5 mg/ml 


Zidowdme (ZDV or AZT) 


capsule 100 mg, 250 mg. 300 mg: injection 10 
ini!/ml in 20 ml vial: oral solution 50 mg/5 ml 


NtMi nucleoside reverse Iranscriplase inhibitors (NNRTI) 


Efavirenz (EFV or EFZ) 


capsule 50 mg. 100 mg. 200 mg 


Nevirapine (NVP) 


tablet 200 mg, oral suspension 50 mg/5 ml 


Protease inhibitors 


Indinavir (ID V) 


capsule 100 mg. 200 mg, 333 mg. 400 mg 


Ritonavir (RTV,r)» 


capsule 100 mg, oral solution 400 mg/S ml 


Lopinavir + ritonavir (LPV/r) 


capsule 133.3 mg + 33 mg. oral solution 400 mg/5 

ml+ 100 ms/5 ml 


NcltinaviriNFV^) 


tablet 250 iiig. pow dci mg/g 


Saquinavir uSQVj 


capsule gel tilled 200 mg 



^Ritonavir is lecommended for use in combination wilfa indinavir, lopinavir and saquinavir 
as a booster and not as a drag in its own right. 
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